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OFFICE OF PERSONNEL
MANAGEMENT

5 CFR Part 532
RIN 3206—AL81

Prevailing Rate Systems; Redefinition
of the Lake Charles-Alexandria and
New Orleans, LA, Appropriated Fund
Federal Wage System Wage Areas

AGENCY: U.S. Office of Personnel
Management.

ACTION: Final rule.

SUMMARY: The U.S. Office of Personnel
Management is issuing a final rule to
redefine the geographic boundaries of
the Lake Charles-Alexandria and New
Orleans, LA, appropriated fund Federal
Wage System (FWS) wage areas. The
final rule redefines Iberia and St. Martin
Parishes, LA, from the New Orleans
wage area to the Lake Charles-
Alexandria wage area. These changes
are based on consensus
recommendations of the Federal
Prevailing Rate Advisory Committee
(FPRAC) to best match the counties
proposed for redefinition to a nearby
FWS survey area. FPRAC recommended
no other changes in the geographic
definitions of the Lake Charles-
Alexandria and New Orleans wage
areas.

DATES: This regulation is effective on
September 21, 2009.

FOR FURTHER INFORMATION CONTACT:
Madeline Gonzalez, (202) 606—2838; e-
mail pay-performance-policy@opm.gov;
or FAX: (202) 606—4264.
SUPPLEMENTARY INFORMATION: On March
9, 2009, the U.S. Office of Personnel
Management (OPM) issued a proposed
rule (74 FR 9967) to redefine Iberia and
St. Martin Parishes, LA, from the New
Orleans, LA, wage area to the Lake
Charles-Alexandria, LA, wage area.
These changes are based on consensus
recommendations of the Federal

Prevailing Rate Advisory Committee.
The proposed rule had a 30-day
comment period, during which OPM
received no comments.

Regulatory Flexibility Act

I certify that these regulations will not
have a significant economic impact on
a substantial number of small entities
because they will affect only Federal
agencies and employees.

List of Subjects in 5 CFR Part 532

Administrative practice and
procedure, Freedom of Information,
Government employees, Reporting and
recordkeeping requirements, Wages.
U.S. Office of Personnel Management.

John Berry,
Director.

m Accordingly, the U.S. Office of
Personnel Management amends 5 CFR
part 532 as follows:

PART 532—PREVAILING RATE
SYSTEMS

m 1. The authority citation for part 532
continues to read as follows:

Authority: 5 U.S.C. 5343, 5346; §532.707
also issued under 5 U.S.C. 552.

m 2. In appendix C to subpart B, the
wage area listing for the State of
Louisiana is amended by revising the
listings for Lake Charles-Alexandria and
New Orleans, to read as follows:

Appendix C to Subpart B of Part 532—
Appropriated Fund Wage and Survey
Areas

* * * * *

LOUISIANA
Lake Charles-Alexandria

Survey Area

Louisiana: Allen, Beauregard, Calcasieu,
Grant, Rapides, Sabine, Vernon

Area of Application. Survey Area Plus

Louisiana: Acadia, Avoyelles, Caldwell,
Cameron, Catahoula, Concordia,
Evangeline, Franklin, Iberia, Jefferson
Davis, Lafayette, La Salle, Madison,
Natchitoches, St. Landry, St. Martin,
Tensas, Vermilion, Winn

New Orleans

Survey Area

Louisiana: Jefferson, Orleans, Plaquemines,
St. Bernard, St. Charles, St. John the
Baptist, St. Tammany

Area of Application. Survey Area Plus

Louisiana: Ascension, Assumption, East
Baton Rouge, East Feliciana, Iberville,
Lafourche, Livingston, Pointe Coupee, St.
Helena, St. James, St. Mary, Tangipahoa,
Terrebonne, Washington, West Baton
Rouge, West Feliciana

* * * * *

[FR Doc. E9—20049 Filed 8—20-09; 8:45 am]
BILLING CODE 6325-39-P

OFFICE OF PERSONNEL
MANAGEMENT

5 CFR Part 532

RIN 3206—-AL82

Prevailing Rate Systems; Redefinition
of the Boise, ID, and Utah Appropriated
Fund Federal Wage System Wage
Areas

AGENCY: U.S. Office of Personnel
Management.

ACTION: Final rule.

SUMMARY: The U.S. Office of Personnel
Management is issuing a final rule to
redefine the geographic boundaries of
the Boise, ID, and Utah appropriated
fund Federal Wage System (FWS) wage
areas. The final rule redefines Franklin
County, ID, from the Boise wage area to
the Utah wage area. These changes are
based on consensus recommendations
of the Federal Prevailing Rate Advisory
Committee (FPRAC) to best match the
counties proposed for redefinition to a
nearby FWS survey area. FPRAC
recommended no other changes in the
geographic definitions of the Boise and
Utah FWS wage areas.

DATES: This regulation is effective on
September 21, 2009.

FOR FURTHER INFORMATION CONTACT:
Madeline Gonzalez, (202) 606—2838; e-
mail pay-performance-policy@opm.gov;
or Fax: (202) 606—4264.

SUPPLEMENTARY INFORMATION: On March
9, 2009, the U.S. Office of Personnel
Management (OPM) issued a proposed
rule (74 FR 9968) to redefine Franklin
County, ID, from the Boise, ID, wage
area to the Utah wage area. These
changes are based on consensus
recommendations of the Federal
Prevailing Rate Advisory Committee.
The proposed rule had a 30-day
comment period, during which OPM
received no comments.
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Regulatory Flexibility Act

I certify that these regulations will not
have a significant economic impact on
a substantial number of small entities
because they will affect only Federal
agencies and employees.

List of Subjects in 5 CFR Part 532

Administrative practice and
procedure, Freedom of Information,
Government employees, Reporting and
recordkeeping requirements, Wages.

U.S. Office of Personnel Management.
John Berry,
Director

m Accordingly, the U.S. Office of
Personnel Management amends 5 CFR
part 532 as follows:

PART 532—PREVAILING RATE
SYSTEMS

m 1. The authority citation for part 532
continues to read as follows:

Authority: 5 U.S.C. 5343, 5346; §532.707
also issued under 5 U.S.C. 552.

m 2. Appendix C to subpart B is
amended by revising the wage area
listings for the Boise, ID, and Utah wage
areas to read as follows:

Appendix C to Subpart B of Part 532—
Appropriated Fund Wage and Survey
Areas

* * * * *

IDAHO
Boise
Survey Area
Idaho:

Ada

Boise

Canyon

Elmore

Gem

Area of Application. Survey Area Plus:

Idaho:
Adams
Bannock
Bear Lake
Bingham
Blaine
Bonneville
Butte
Camas
Caribou
Cassia
Clark
Custer
Fremont
Gooding
Jefferson
Jerome
Lemhi
Lincoln
Madison
Minidoka
Oneida
Owyhee
Payette

Power
Teton

Twin Falls
Valley
Washington

* * * * *

UTAH
Survey Area

Utah:

Box Elder
Davis

Salt Lake
Tooele

Utah

Weber

Area of Application. Survey Area Plus

Utah:
Beaver
Cache
Carbon
Daggett
Duchesne
Emery
Garfield
Grand
Iron
Juab
Millard
Morgan
Piute
Rich
San Juan (Only includes the Canyonlands
National Park portion.)
Sanpete
Sevier
Summit
Uintah
Wasatch
Washington
Wayne
Colorado:
Mesa
Moffat
Idaho:
Franklin

* * * * *

[FR Doc. E9—-20094 Filed 8—20—-09; 8:45 am]
BILLING CODE 6325-39-P

DEPARTMENT OF AGRICULTURE

Commodity Credit Corporation

7 CFR Part 1415
RIN 0578-AA53

Grassland Reserve Program;
Amendment

AGENCY: Commodity Credit Corporation
(CCQC), United States Department of
Agriculture.

ACTION: Interim final rule; amendment
with reopening of comment period.

SUMMARY: The United States Department
of Agriculture (USDA), through the
Commodity Credit Corporation (CCC),
published in the Federal Register of
January 21, 2009, an interim final rule

with request for comment amending the
program regulations for the Grassland
Reserve Program (GRP) to incorporate
programmatic changes authorized by the
Food, Conservation, and Energy Act of
2008 (2008 Act) using Regulation
Identification Number (RIN) 0578—
AA38. This amendment to the January
21, 2009, interim final rule corrects the
RIN to read 0578—AA53, clarifies the
nature of the contingent right of
enforcement, expands its discussion
regarding GRP policy for wind and solar
power facilities, and requests comment
on how GRP can be used to contribute
to the Nation’s efforts on energy, climate
change, and carbon sequestration.
Additionally, USDA seeks public input
on the January 21, 2009, interim final
rule, as amended. Therefore, USDA
reopens the public comment period
upon publication of this amendment
until September 21, 2009.

DATES: Effective Date: The rule is
effective August 21, 2009. Comment
date: Submit comments on or before
September 21, 2009. In addition, the
comment period for the GRP interim
final rule published on January 21, 2009
(74 FR 2317), is reopened. Comments
must be received on or before
September 21, 2009.

ADDRESSES: You may send comments
(identified by Docket Number NRCS—
IFR-09005) using any of the following
methods:

e Government-wide rulemaking Web
site: Go to http://www.regulations.gov
and follow the instructions for sending
comments electronically.

e Mail: John Glover, Acting Director,
Easements Programs Division,
Department of Agriculture, Natural
Resources Conservation Service,
Grasslands Reserve Program Comments,
PO Box 2890, Washington, DC 20013.

e E-mail: grp2008@wdc.usda.gov.

e Fax:(202) 720-9689.

e Hand Delivery: USDA South
Building, 1400 Independence Avenue,
SW., Room 6819, Washington, DC
20250, between 9 a.m. and 4 p.m.,
Monday through Friday, except Federal
Holidays. Please ask the guard at the
entrance to the South Building to call
(202) 720—-4527 in order to be escorted
into the building.

e This interim final rule may be
accessed via Internet. Users can access
the Natural Resources Conservation
Service (NRCS) homepage at: http://
www.nrcs.usda.gov/; select the Farm
Bill link from the menu; select the
Interim Final Rules link from beneath
the Final and Interim Final Rules Index
title. Persons with disabilities who
require alternative means for
communication (Braille, large print,
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audio tape, etc.) should contact the
USDA Target Center at: (202) 720-2600
(voice and TDD).

FOR FURTHER INFORMATION CONTACT: ]ohn
Glover, Acting Director, Easement
Programs Division, Department of
Agriculture, Natural Resources
Conservation Service, 1400
Independence Avenue, SW., Room 6819
South Building, Washington, DC 20250;
Phone: (202) 720-1854; Fax: (202) 720~
9689; or e-mail: grp2008@wdc.usda.gov.
SUPPLEMENTARY INFORMATION:

Regulatory Certifications

Executive Order 12866

The Office of Management and Budget
(OMB) reviewed the January 21, 2009,
interim final rule and determined that it
was a significant regulatory action.
Pursuant to Executive Order 12866,
USDA conducted a cost-benefit analysis
of the potential impacts associated with
the interim final rule for the GRP
published in the Federal Register on
January 21, 2009. OMB also determined
that this amendment is a significant
regulatory action. USDA evaluated the
cost-benefit analysis and determined the
provisions of the amendment do not
alter the analysis that was originally
prepared for the January 21, 2009,
interim final rule. The administrative
record is available for public inspection
at the Department of Agriculture,
Natural Resources Conservation Service,
1400 Independence Avenue, SW., Room
5831 South Building, Washington, DC.
A copy of the analysis is available upon
request from John Glover, Acting
Director, Easement Programs Division,
Department of Agriculture, Natural
Resources Conservation Service, Room
6819 South Building, Washington, DC
20250-2890 or electronically at: http://
www.nres.usda.gov/programs/GRP/
under the Program Information title.

Regulatory Flexibility Act

The Regulatory Flexibility Act is not
applicable to this interim final rule
because USDA is not required by 5
U.S.C. 553, or by any other provision of
law, to publish a notice of proposed
rulemaking with respect to the subject
matter of this rule.

Environmental Analysis

A programmatic Environmental
Assessment (EA) has been prepared in
association with the interim final
rulemaking published on January 21,
2009. The provisions of this amendment
do not alter the assessment that was
originally prepared. With the exception
for the analysis on how to address
windmill and other renewable sources
of energy, such as solar panel arrays,

there is nothing in this amendment that
impacts the program’s purpose, the
baseline considerations, grassland
eligibility, or acreage enrollment goals.
This amendment was developed to
address the contingent right of
enforcement and where the energy
produced from windmills authorized to
be placed on easement lands can be
used. Therefore, the analysis has
determined that there will not be a
significant impact to the human
environment and, as a result, an
Environmental Impact Statement (EIS)
is not required to be prepared (40 CFR
part 1508.13). The EA and Finding of
No Significant Impact (FONSI) are
available for review and comment as
specified in the interim final rule
published in the Federal Register on
January 21, 2009. However, the
comment period for accepting
comments to the EA and FONSI has
been extended to September 21, 2009. A
copy of the EA and FONSI may be
obtained from the following Web site:
http://www.nres.usda.gov/programs/
Env_Assess. A hard copy may also be
requested from the following address
and contact: Matt Harrington, National
Environmental Coordinator, Ecological
Sciences Division, Department of
Agriculture, Natural Resources
Conservation Service, 1400
Independence Ave., SW., Washington,
DC 20250. Comments from the public
should be specific and reference that
comments provided are on the EA and
FONSI. Public comments may be
submitted by any of the following
means: (1) E-mail comments to:
NEPA2008@wdc.usda.gov, (2) e-mail to
e-gov Web site: www.regulations.gov, or
(3) written comments to: Matt
Harrington, National Environmental
Coordinator, Ecological Sciences
Division, Department of Agriculture,
Natural Resources Conservation Service,
1400 Independence Ave., SW.,
Washington, DC 20250.

Civil Rights Impact Analysis

USDA has determined through a Civil
Rights Impact Analysis that the January
21, 2009, interim final rule disclosed no
disproportionately adverse impacts for
minorities, women, or persons with
disabilities. The provisions of this
amendment do not alter the analysis
that was originally prepared. Copies of
the Civil Rights Impact Analysis are
available from John Glover, Acting
Director, Easement Programs Division,
Department of Agriculture, Natural
Resources Conservation Service, 1400
Independence Avenue, SW.,
Washington, DC 20250, or electronically
at: http://www.nrcs.usda.gov/programs/
GRP.

Paperwork Reduction Act

Section 2904 of the 2008 Act requires
that the implementation of this
provision be carried out without regard
to the Paperwork Reduction Act,
chapter 35 of Title 44, U.S.C. Therefore,
USDA is not reporting recordkeeping or
estimated paperwork burden associated
with this amendment.

Government Paperwork Elimination Act

USDA is committed to compliance
with the Government Paperwork
Elimination Act and the Freedom to
E-File Act, which require government
agencies in general, and CCC in
particular, to provide the public the
option of submitting information or
transacting business electronically to
the maximum extent possible.

Executive Order 12988

This amendment to the January 21,
2009, interim final rule has been
reviewed in accordance with Executive
Order 12988, Civil Justice Reform. The
provisions of this amendment are not
retroactive and preempt State and local
laws to the extent that such laws are
inconsistent with this interim final rule.
Before an action may be brought in a
Federal court of competent jurisdiction,
the administrative appeal rights
afforded persons at 7 CFR parts 11, 614,
and 780 must be exhausted.

Federal Crop Insurance Reform and
Department of Agriculture
Reorganization Act of 1994

Pursuant to section 304 of the Federal
Crop Insurance Reform Act of 1994
(Pub. L. 103-354), USDA classified this
rule as non-major. Therefore, a risk
analysis was not conducted.

Unfunded Mandates Reform Act of 1995

Pursuant to Title II of the Unfunded
Mandates Reform Act of 1995 (2 U.S.C.
1531-1538), USDA assessed the effects
of this amendment to the January 21,
2009, interim final rule on State, local,
and Tribal Governments and the public.
This rule does not compel the
expenditure of $100 million or more by
any State, local, or Tribal Governments
or anyone in the private sector;
therefore, a statement under Section 202
of the Unfunded Mandates Reform Act
is not required.

Small Business Regulatory Enforcement
Fairness Act of 1996 (SBREFA)

The January 21, 2009, interim final
rule was not a major rule as defined by
Section 804 of the Small Business
Regulatory Enforcement Fairness Act of
1996. This amendment to the January
21, 2009, interim final rule will not
result in an annual effect on the
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economy of $100 million or more, a
major increase in costs or prices, or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or the ability
of United States-based companies to
compete in domestic and export
markets. The provisions of this
amendment to the January 21, 2009,
interim final rule do not alter the
original determination under SBREFA.
However, Section 2904(c) of the 2008
Act requires that the Secretary use the
authority in section 808(2) of Title 5,
U.S.C., which allows an agency to
forego SBREFA’s usual Congressional
review delay of the effective date of a
regulation if the agency finds that there
is a good cause to do so. USDA hereby
determines that it has good cause to do
so to meet the Congressional intent to
have the conservation programs
authorized or amended by Title II of the
2008 Act in effect as soon as possible.
Accordingly, this rule is effective upon
filing for public inspection by the Office
of the Federal Register.

Executive Order 13132

E.O. 13132 requires USDA to develop
an accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” E.O. 13132 defines the
term ‘“‘policies that have federalism
implications” to include regulations
that have ““substantial direct effects on
the States, on the relationship between
the Federal Government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.” Under E.O.
13132, USDA may not issue a regulation
that has federalism implication, that
imposes substantial direct compliance
costs, and that is not required by statute
unless the Federal Government provides
the funds necessary to pay the direct
compliance costs incurred by State and
local governments, or USDA consults
with State and local officials early in the
process of developing the proposed
regulation. USDA shows sensitivity to
federalism concerns by requiring the
State Conservationists to meet with, and
provide opportunities for involvement
of State and local governments through
the State Technical Committee. The
interim final rule published on January
21, 2009, will not have substantial
direct effects on the States, on the
relationship between the Federal
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government as specified in E.O.
13132. The provisions of this
amendment do not alter this

determination. Thus, the Executive
Order does not apply to this rule.

Executive Order 13175

This amendment to the interim final
rule of January 21, 2009, has been
reviewed in accordance with Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments. USDA has assessed the
impact of this interim final rule on
Indian Tribal Governments and has
concluded that this rule will not
negatively affect communities of Indian
Tribal Governments. The rule will
neither impose substantial direct
compliance costs on Indian Tribal
Governments, nor preempt tribal law.

Discussion of Program

Background

This amendment is effective on the
date published in the Federal Register.
The GRP is a voluntary program to help
farmers and ranchers protect grazing
uses and related conservation values on
their lands. GRP offers enrollment
through conservation easements and
through rental contracts.

The 2008 Act made several program
changes to GRP. Among the changes, the
2008 Act added the ability of USDA to
enter into a cooperative agreement with
an eligible entity to own, write, and
enforce easements. Thus, under a
cooperative agreement, USDA provides
matching funds to other entities to
purchase conservation easements, rather
than purchase such easements directly.
The 2008 Act also requires USDA to
“ensure that the terms of an easement
include a contingent right of
enforcement for the Department” where
title to the conservation easement is
either held by an entity other than the
Federal Government or title is
transferred from the Federal
Government to a non-Federal entity.

The January 21, 2009, GRP interim
final rule incorporated the changes to
the program made by the 2008 Act.
Additionally, USDA identified the
contingent right of enforcement a
Federal acquisition of a real property
right. This identification as a Federal
acquisition requires USDA to follow
Federal land acquisition procedures for
all easements acquired under GRP.

In the preamble of the January 21,
2009, interim final rule, USDA
explained that it had consulted with the
Office of the General Counsel and had
determined that because the contingent
right of enforcement appears within the
terms of a conservation easement deed,
it constituted an acquisition of a Federal
real property right. Despite the sound
reasoning provided in the preamble,

USDA believes that it should reconsider
its original interpretation. The
conclusion that the inclusion of the
term in a conservation easement deed
constitutes as a Federal acquisition of
real property is not consistent with
Congressional intent gleaned from the
legislative history of how such term is
used in other parts of the 2008 Act,
specifically the Farm and Ranch Lands
Protection Program (FRPP), and how it
is incorporated into GRP
implementation. Therefore, USDA has
examined whether an alternative
understanding of the nature of the
contingent right of enforcement can be
ascertained. A similar revision is being
made to the FRPP interim final
regulation.

Under GRP, USDA may enroll
easements through three methods of
enrollment. In particular, USDA has
authority to: (1) Purchase conservation
easements directly; (2) transfer title to
those federally-acquired easements to a
third party; or (3) enter into cooperative
agreements with eligible entities for
those entities to purchase, own, enforce,
and monitor easements ““in lieu of the
Secretary.” Under the first two methods
of enrollment, the conservation
easement is purchased directly by the
United States, and original title to the
conservation easement is held by the
United States. Therefore, these GRP
easements are Federal acquisitions of
real property rights.

In contrast, under the third method of
enrollment where an eligible entity
purchases a conservation easement with
Federal financial assistance, the United
States Government is not expending
funds to acquire title to the conservation
easement, but instead receives a right of
enforcement as a condition of
assistance.

For the third method of enrollment,
the GRP statute prescribes the use of a
cooperative agreement to provide a
mechanism for GRP funds to assist
eligible partners in the purchase of
easements. Significantly, the GRP
statute specifies that the ownership of
the easement is in lieu of ownership by
the Secretary. More particularly, Section
1238Q of the GRP statute provides that:
“(e) Protection of Federal Investment—
When delegating a duty under this
section, the Secretary shall ensure that
the terms of an easement include a
contingent right of enforcement for the
Department.” This text requires the
Secretary to ensure that the easement
“includes” a contingent right of
enforcement, rather than requiring the
Secretary to “acquire” such right. When
viewed in the context of the overall
framework of the program to provide
alternative ownership arrangements of
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GRP easements, USDA interprets that
the contingent right of enforcement in
an easement purchased, owned, and
written by a non-Federal entity is not a
Federal acquisition of a real property
right triggering Federal procedures such
as 40 U.S.C. 3111 and the implementing
Department of Justice Title standards.
Rather, the incorporation of the
contingent right of enforcement in the
terms of the deed is a condition of
Federal financial assistance.

This revised interpretation of the
contingent right of enforcement is more
consistent with the revised structure of
the GRP easement, which now provides
for the third party acquisition option
using Federal financial assistance. At
the same time, this interpretation still
meets the GRP statutory requirement
that the NRCS Chief, on behalf of the
United States, has the ability to protect
the Federal investment for the duration
of the GRP funded easement by
interpreting the right of enforcement as
a real property right which runs with
the land. This right is obtained as a
condition placed upon another entity to
obtain funding under GRP for its
acquisition of a conservation easement.
Therefore, the inclusion of the right of
enforcement in the deed is not an
acquisition, and the Federal real
property acquisition requirements do
not apply.

Wind and Solar Power Generation
Facilities

In the January 21, 2009, interim final
rule, a new paragraph (h)(5) was added
to § 1415.4 to allow for the inclusion of
wind power facilities for on-farm use as
a potential permitted use for the GRP
participant’s farming or ranching
operation pursuant to the Secretary’s
discretionary authority established in
the 2008 Act. In particular, Section 2403
of the 2008 Act removed the prohibition
against soil disturbing activities.

Although USDA expressed support
for wind power generation for on-farm
use on GRP lands, USDA explained that
the opportunity to place generating
stations on easement or contract acres is
not a guaranteed right. Authorization
may only be provided after USDA
conducts a site-specific evaluation to
determine that there are no negative
impacts on threatened, endangered or
at-risk species, migratory wildlife, or
related natural resources, cultural
resources, or the human environment.

While the January 21, 2009, interim
final rule continued the prohibition
against wind power facilities for off-
farm power generation on GRP enrolled
lands, the interim final rule did not
address directly other types of
renewable power generation facilities,

such as solar panel arrays. USDA treated
facilities differently depending on the
intended use of the power generated
from the wind power facilities, i.e. on-
farm use versus off-farm use. USDA
recognizes that even facilities
authorized solely for on-farm use may
generate some excess electricity that is
utilized off-farm.

USDA believes that off-farm wind
power generation should not be
identified specifically as prohibited on
lands enrolled in GRP. The statute only
identifies crop production (other than
hay) as specifically prohibited to occur
on enrolled lands. All other activities
are evaluated by whether it is
“inconsistent with maintaining grazing
uses and related conservation values
protected under an easement or rental
contract.” Therefore, USDA is amending
the January 21, 2009, GRP interim final
rule to remove the blanket prohibition
upon wind power facilities for off-farm
power generation.

USDA is not replacing the blanket
prohibition with a blanket authorization
of wind power facilities. The scale and
scope of wind power generation
facilities vary greatly. The installation of
large-scale wind power generation
facilities constitutes a conversion
activity to non-grazing uses,
inconsistent with program purposes.
However, a small-scale, appropriately
sited facility may provide both the
electricity needed to power electric
livestock fencing on the easement while
providing local off-farm electricity to a
neighbor’s fencing as well. This
variance of scope and scale requires
site-specific evaluation for whether a
particular activity will be authorized.

USDA intended the original
restriction to “on-farm” use to provide
an inherent limitation upon the scale of
facilities being considered for
authorization. However, this limitation
had the unintended consequence of
requiring USDA to monitor electric
usage of a landowner, rather than focus
upon whether the landowner’s activities
are consistent with the grazing and
conservation purposes of the enrolled
acreage. USDA believes the focus of an
activity should remain upon its impacts
to the grazing and conservation values
of the enrollment.

USDA will not authorize any wind
power generating facilities (on-farm or
off-farm) on GRP lands unless USDA
determines, based on a site-specific
National Environmental Policy Act
environmental analysis (EA or EIS), that
there will be no adverse effect on
threatened, endangered or other at-risk
species, migratory wildlife, or related
natural resources, cultural resources, or
the human environment or when the

impacts of such facilities can be
mitigated to a level of non-significance.
Furthermore, USDA will only authorize
power generation facilities after
evaluating whether a reasonable
alternative exists, whether there is a
compelling public need, whether the
purposes for which the easement was
acquired can be maintained, and the
degree to which the footprint of the
facility and related infrastructure
impacts the nature of the grazing lands
and other conservation values obtained
through the contract or easement. USDA
will not authorize the installation of
wind power generation facilities in
situations where reasonable alternatives
exist.

USDA will follow the guidelines
being developed by the United States
Fish and Wildlife Service (FWS) on
avoiding and minimizing wildlife
impacts from wind turbines. Until the
guidelines are published, USDA will
assess potential wildlife impacts in
coordination with the FWS and the
appropriate State fish and wildlife
agency before authorizing any wind
power generation facilities (on-farm or
off-farm) on GRP lands.

USDA also revises paragraph (h)(5) to
authorize the installation of other types
of renewable energy sources for power
generation, provided they are consistent
with the grazing uses and other
conservation values of the program as
determined by USDA on a site-specific
basis. Just as for wind power generation
facilities, USDA will not authorize the
installation of renewable energy power
generation facilities, such as solar power
panel arrays, unless USDA determines
through a site-specific EA or EIS there
will be no adverse effect on threatened,
endangered or other at-risk species,
migratory wildlife, or related natural
resources, cultural resources, or the
human environment or when the
impacts of such activities can be
mitigated to a level of non-significance.
USDA will authorize power generation
facilities only when the footprint of the
facility and related infrastructure would
have a minimal impact on the nature of
the grazing lands and other conservation
values obtained through the contract or
easement.

Again, the opportunity to place any
power-generating facilities and related
infrastructure on easement or contract
acres is not a guaranteed right. NRCS
continues to seek public comment on
how it should handle requests for
renewable power generation facilities on
GRP lands.

Request for Public Input

USDA supports the Nation’s ability to
increase renewable energy production,
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conserve energy, mitigate the effects and m 4. Section 1415.17 is amended by

adapt to climate change, and reduce
carbon and greenhouse gas emissions
through various assistance programs.
USDA is using this rulemaking
opportunity to obtain input from the
public on how GRP can achieve its
program purposes and contribute to the
Nation’s efforts with renewable energy
production, energy conservation,
mitigating the effects of climate change,
facilitating climate change adaptation,
or reducing carbon emissions.

List of Subjects in 7 CFR Part 1415

Administrative practice and
procedure, Agriculture, Soil
conservation, Grasslands, Grassland
protection, Grazing land protection.

m For the reasons stated in the preamble,
the CCC amends part 1415 of Title 7 of
the CFR as set forth below:

PART 1415—GRASSLANDS RESERVE
PROGRAM

m 1. The authority citation for part 1415
continues to read as follows:

Authority: 16 U.S.C. 3838n—-3838q.

m 2. Section 1415.3 is amended by
revising the definition for the term
“Right of enforcement” to read as
follows:

§1415.3 Definitions.

* * * * *

“Right of enforcement” means a
property interest in the easement the
Chief may exercise on behalf of the
United States under specific
circumstances in order to enforce the
terms of the conservation easement. The
right of enforcement provides that the
Chief has the right to inspect and
enforce the easement if the eligible
entity fails to uphold the easement or
attempts to transfer the easement
without first securing the consent of the

Secretary.
* * * * *

m 3. Section 1415.4 is amended by
revising paragraph (h)(5) and removing
paragraph (i)(3) to read as follows:

§1415.4 Program requirements.
* * * * *

(h) * 0k %

(5) Facilities for power generation
through renewable sources of energy
production provided the scope and
scale of the footprint of the facility and
associated infrastructure is consistent
with program purposes as determined
by USDA through analysis of the
potential site-specific environmental

effects; and
* * * * *

revising paragraph (e)(1) to read as
follows:

§1415.17 Cooperative agreements.
* * * * *

(e] L

(1) In order to protect the public
investment, the conveyance document
must contain a “right of enforcement.”
NRCS shall specify the terms for the
“right of enforcement” clause to read as
set forth in the GRP cooperative
agreement. This right is a vested
property right and cannot be
condemned or terminated by State or

local government.
* * * * *

Signed this 14th day of August, 2009, in
Washington, DC.

Dave White,

Vice President, Commodity Credit
Corporation and Chief, Natural Resources
Conservation Service.

Signed this 13th day of August, 2009, in
Washington, DC.

Carolyn B. Cooksie,

Acting Administrator, Farm Service Agency.
[FR Doc. E9—20074 Filed 8—20-09; 8:45 am]
BILLING CODE 3410-16-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Parts 91, 121, and 125

[Docket No.: FAA-1999-6482; Amendment
No. 91-304A, 121-342A and 125-56A]

RIN 2120AG87

Revisions to Digital Flight Data
Recorder Regulations for Boeing 737
Airplanes and for All Part 125
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; Notice of Office of
Management and Budget approval for
information collection.

SUMMARY: This notice announces the
Office of Management and Budget’s
(OMB’s) approval of the information
collection requirement contained in the
FAA’s final rule, “Revisions to Digital
Flight Data Recorder Regulations for
Boeing 737 Airplanes and for All Part
125 Airplanes.” That final rule was
published on December 2, 2008.

DATES: The FAA received OMB
approval for the information collection
requirements in the final rule published
December 2, 2008, 73 FR 73171, on
April 3, 2009. The final rule became
effective on February 9, 2009.

FOR FURTHER INFORMATION CONTACT: For
technical issues: Brian A. Verna,
Avionics Systems Branch, Aircraft
Certification Service, AIR-130, Federal
Aviation Administration, 800
Independence Avenue, SW.,
Washington, DC 20591; telephone (202)
385-4643; facsimile (202) 385—4651;
e-mail brian.verna@faa.gov. For legal
issues: Karen L. Petronis, Senior
Attorney, Regulations Division, AGC—
200, Office of the Chief Counsel, Federal
Aviation Administration, 800
Independence Ave., SW., Washington,
DC 20591; telephone (202) 267-3073;
facsimile (202) 267-7971; e-mail:
karen.petronis@faa.gov.

SUPPLEMENTARY INFORMATION:

On December 2, 2008, the FAA
published the final rule entitled
“Revisions to Digital Flight Data
Recorder Regulations for Boeing 737
Airplanes and for All Part 125
Airplanes” (73 FR 73171). This rule
amended the regulations governing
flight data recorders to increase the
number of digital flight data recorder
parameters for all Boeing 737 series
airplanes manufactured after August 18,
2000. This change was based on safety
recommendations from the National
Transportation Safety Board following
its investigations of two accidents and
several incidents involving 737s. The
final rule also adopted a prohibition on
deviations from flight recorder
requirements for all airplanes operated
under part 125.

The final rule contained information
collection requirements that the Office
of Management and Budget (OMB) had
not yet approved as of the date of
publication. In the “Paperwork
Reduction Act” section of the final rule,
the FAA noted that the agency may not
collect or sponsor the collection of
information, nor may it impose an
information collection requirement,
unless it displays a currently valid OMB
control number.

In accordance with the Paperwork
Reduction Act, OMB approved that
request on April 3, 2009, and assigned
the information collection OMB Control
Number 2120-0616. The FAA request
was approved by OMB without change
and expires on April 30, 2012. This
notice is being published to inform
affected parties of the approval and to
announce that the information
collection requirements in the final rule
entitled ‘“Revisions to Digital Flight Data
Recorder Regulations for Boeing 737
Airplanes and for All Part 125
Airplanes” will become effective when
this notice is published in the Federal
Register.
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Issued in Washington, DC, on August 17,
2009.

Pamela Hamilton-Powell,

Director, Office of Rulemaking.

[FR Doc. E9—20059 Filed 8—20-09; 8:45 am)]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 601
[Docket No. FDA-2009-N-0100]

Revision of the Requirements for
Publication of License Revocation;
Confirmation of Effective Date

AGENCY: Food and Drug Administration,
HHS.

ACTION: Direct final rule; confirmation of
effective date.

SUMMARY: The Food and Drug
Administration (FDA) is confirming the
effective date of September 17, 2009, for
the direct final rule that appeared in the
Federal Register of May 5, 2009 (74 FR
20583). The direct final rule amends the
biologics regulations to clarify the
regulatory procedures for notifying the
public about the revocation of a
biologics license. The rule provides that
FDA will publish a notice in the Federal
Register following revocation of a
biologics license under FDA regulations
and will include a statement of the
specific grounds for the revocation. This
document confirms the effective date of
the direct final rule.

DATES: Effective date confirmed:
September 17, 2009.

FOR FURTHER INFORMATION CONTACT: Paul
E. Levine, Jr., Center for Biologics
Evaluation and Research (HFM-17),
Food and Drug Administration, 1401
Rockville Pike, suite 200N, Rockville,
MD 20852-1448, 301-827—-6210.

SUPPLEMENTARY INFORMATION: In the
Federal Register of May 5, 2009 (74 FR
20583), FDA issued a direct final rule
amending the biologics regulations for
notifying the public about the
revocation of a biologics license by
clarifying that FDA will publish a notice
of license revocation in cases where the
Commissioner has made a finding that
reasonable grounds for revocation exist
under 21 CFR 601.5(b). The rule, as
amended, does not affect other
regulations or procedures for
notification of license revocation. The
rule, as amended, also does not affect
existing FDA practices for publishing
notices of voluntary withdrawal,

including notices of voluntary
withdrawal of new drug applications.

FDA solicited comments concerning
the direct final rule for a 75-day period
ending July 20, 2009. FDA stated that
the effective date of the direct final rule
would be on September 17, 2009, 60
days after the end of the comment
period, unless any significant adverse
comment was submitted to FDA during
the comment period. FDA did not
receive any significant adverse
comments.

Authority: Therefore, under the biological
products provisions under the Federal Food,
Drug, and Cosmetic Act and the Public
Health Service Act, and under authority
delegated to the Commissioner of Food and
Drugs, 21 CFR part 601 is amended.
Accordingly, the amendments issued thereby
are effective.

Dated: August 14, 2009.
David Horowitz,
Assistant Commissioner for Policy.
[FR Doc. E9—20119 Filed 8—20-09; 8:45 am]
BILLING CODE 4160-01-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 55

[OAR-2004-0091; FRL-8941-3]
Outer Continental Shelf Air

Regulations; Consistency Update for
California

AGENCY: Environmental Protection
Agency (“EPA”).
ACTION: Final rule.

SUMMARY: EPA is finalizing the update
of the Outer Continental Shelf (“OCS”)
Air Regulations proposed in the Federal
Register on April 20, 2009.
Requirements applying to OCS sources
located within 25 miles of states’
seaward boundaries must be updated
periodically to remain consistent with
the requirements of the corresponding
onshore area (“COA”), as mandated by
section 328(a)(1) of the Clean Air Act
Amendments of 1990 (“the Act”). The
portion of the OCS air regulations that
is being updated pertains to the
requirements for OCS sources for which
the Santa Barbara County Air Pollution
Control District (Santa Barbara County
APCD) is the designated COA. The
intended effect of approving the
requirements contained in the “Santa
Barbara County Air Pollution Control
District Requirements Applicable to
OCS Sources” (June 2009) is to regulate
emissions from OCS sources in
accordance with the requirements
onshore.

DATES: Effective Date: This rule is
effective on September 21, 2009.

The incorporation by reference of
certain publications listed in this rule is
approved by the Director of the Federal
Register as of September 21, 2009.

ADDRESSES: EPA has established docket
number OAR-2004-0091 for this action.
The index to the docket is available
electronically at http://
www.regulations.gov and in hard copy
at EPA Region IX, 75 Hawthorne Street,
San Francisco, California. While all
documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available in
either location (e.g., CBI). To inspect the
hard copy materials, please schedule an
appointment during normal business
hours with the contact listed in the FOR
FURTHER INFORMATION CONTACT section.

FOR FURTHER INFORMATION CONTACT:
Cynthia G. Allen, Air Division, U.S.
EPA Region IX, (415) 947—4120,
allen.cynthia@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, the terms
“we,” “us,” or “our’ refer to U.S. EPA.
Organization of this document: The
following outline is provided to aid in
locating information in this preamble.

Table of Contents

1. Background

II. Public Comment

III. EPA Action

IV. Statutory and Executive Order Reviews

I. Background

On April 20, 2009 (74 FR 17934), EPA
proposed to approve requirements into
the OCS Air Regulations pertaining to
Santa Barbara County APCD. These
requirements are being promulgated in
response to the submittal of rules from
this California air pollution control
agency. EPA has evaluated the proposed
requirements to ensure that they are
rationally related to the attainment or
maintenance of federal or state ambient
air quality standards or Part C of title I
of the Act, that they are not designed
expressly to prevent exploration and
development of the OCS and that they
are applicable to OCS sources. 40 CFR
55.1. EPA has also evaluated the rules
to ensure that they are not arbitrary or
capricious. 40 CFR 55.12(e). In addition,
EPA has excluded administrative or
procedural rules.

Section 328(a) of the Act requires that
EPA establish requirements to control
air pollution from OCS sources located
within 25 miles of states’ seaward
boundaries that are the same as onshore
requirements. To comply with this
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statutory mandate, EPA must
incorporate applicable onshore rules
into 40 CFR part 55 as they exist
onshore. This limits EPA’s flexibility in
deciding which requirements will be
incorporated into part 55 and prevents
EPA from making substantive changes
to the requirements it incorporates. As

a result, EPA may be incorporating rules
into part 55 that do not conform to all
of EPA’s state implementation plan
(SIP) guidance or certain requirements
of the Act. Consistency updates may
result in the inclusion of State or local
rules or regulations into part 55, even
though the same rules may ultimately be
disapproved for inclusion as part of the
SIP. Inclusion in the OCS rule does not
imply that a rule meets the requirements
of the Act for SIP approval, nor does it
imply that the rule will be approved by
EPA for inclusion in the SIP.

II. Public Comment

EPA’s proposed actions provided a
30-day public comment period. During
this period, we received no comments
on the proposed action.

III. EPA Action

In this document, EPA takes final
action to incorporate the proposed
changes into 40 CFR part 55. No
changes were made to the proposed
action. EPA is approving the proposed
action under section 328(a)(1) of the
Act, 42 U.S.C. 7627. Section 328(a) of
the Act requires that EPA establish
requirements to control air pollution
from OCS sources located within 25
miles of states’ seaward boundaries that
are the same as onshore requirements.
To comply with this statutory mandate,
EPA must incorporate applicable
onshore rules into Part 55 as they exist
onshore.

1IV. Statutory and Executive Order
Reviews

Under the Clean Air Act, the
Administrator is required to establish
requirements to control air pollution
from OCS sources located within 25
miles of States’ seaward boundaries that
are the same as onshore air control
requirements. To comply with this
statutory mandate, EPA must
incorporate applicable onshore rules
into part 55 as they exist onshore. 42
U.S.C. 7627(a)(1); 40 CFR 55.12. Thus,
in promulgating OCS consistency
updates, EPA’s role is to maintain
consistency between OCS regulations
and the regulations of onshore areas,
provided that they meet the criteria of
the Clean Air Act. Accordingly, this
action simply updates the existing OCS
requirements to make them consistent
with requirements onshore, without the

exercise of any policy discretion by
EPA. For that reason, this action:

¢ Is not a “‘significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Order 12866 (58 FR 51735,
October 4, 1993);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Clean Air Act;
and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, this rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because it does not
have a substantial direct effect on one or
more Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes,
nor does it impose substantial direct
compliance costs on tribal governments,
nor preempt tribal law.

Under the provisions of the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq., OMB has approved the
information collection requirements
contained in 40 CFR part 55 and, by
extension, this update to the rules, and
has assigned OMB control number
2060-0249. Notice of OMB’s approval of
EPA Information Collection Request
(“ICR”) No. 1601.06 was published in
the Federal Register on March 1, 2006
(71 FR 10499-10500). The approval
expires January 31, 2009. As EPA
previously indicated (70 FR 65897—

65898 (November 1, 2005)), the annual
public reporting and recordkeeping
burden for collection of information
under 40 CFR part 55 is estimated to
average 549 hours per response. Burden
means the total time, effort, or financial
resources expended by persons to
generate, maintain, retain, or disclose or
provide information to or for a Federal
agency. This includes the time needed
to review instructions; develop, acquire,
install, and utilize technology and
systems for the purposes of collecting,
validating, and verifying information,
processing and maintaining
information, and disclosing and
providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirements; train personnel to be able
to respond to a collection of
information; search data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information.

An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a currently valid OMB
control number. The OMB control
numbers for EPA’s regulations in 40
CFR are listed in 40 CFR part 9 and are
identified on the form and/or
instrument, if applicable. In addition,
the table in 40 CFR part 9 of currently
approved OMB control numbers for
various regulations lists the regulatory
citations for the information
requirements contained in 40 CFR part
55.

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by September 21,
2009. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this action for the purposes of judicial
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review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 55

Environmental protection,
Administrative practice and procedures,
Air pollution control, Hydrocarbons,
Incorporation by reference,
Intergovernmental relations, Nitrogen
dioxide, Nitrogen oxides, Outer
Continental Shelf, Ozone, Particulate
matter, Permits, Reporting and
recordkeeping requirements, Sulfur
oxides.

Dated: June 24, 2009.
Jane Diamond,
Acting Regional Administrator, Region IX.
m Title 40, chapter I of the Code of

Federal Regulations is amended as
follows:

PART 55—[AMENDED]

m 1. The authority citation for part 55
continues to read as follows:
Authority: Section 328 of the Clean Air

Act (42 U.S.C. 7401 et seq.) as amended by
Public Law 101-549.

m 2. Section 55.14 is amended by
revising paragraph (e)(3)(ii)(F) to read as
follows:

§55.14 Requirements that apply to OCS
sources located within 25 miles of states
seaward boundaries, by state.

* * * * *
(e) L
3 * *x %
( ) * *x %

(ii)

(F) Santa Barbara County Air
Pollution Control District Requirements
Applicable to OCS Sources, June, 2009.

* * * * *

m 3. Appendix A to CFR Part 55 is
amended by revising paragraph (b)(6)
under the heading “California” to read
as follows:

Appendix A to Part 55—Listing of State
and Local Requirements Incorporated
by Reference Into Part 55, by State

* * * * *
California
(b] * K *

* * * * *

(6) The following requirements are

contained in Santa Barbara County Air
Pollution Control District Requirements
Applicable to OCS Sources:
Rule 102 Definitions (Adopted 01/15/09)
Rule 103 Severability (Adopted 10/23/78)
Rule 106 Notice to Comply for Minor

Violations (Repealed 01/01/2001)

Rule 107 Emergencies (Adopted 04/19/01)

Rule 201 Permits Required (Adopted
06/19/08)

Rule 202 Exemptions to Rule 201 (Adopted
06/19/08)

Rule 203 Transfer (Adopted 04/17/97)

Rule 204 Applications (Adopted 04/17/97)

Rule 205 Standards for Granting Permits
(Adopted 04/17/97)

Rule 206 Conditional Approval of
Authority to Construct or Permit to Operate
(Adopted 10/15/91)

Rule 207 Denial of Application (Adopted
10/23/78)

Rule 210 Fees (Adopted 03/17/05)

Rule 212 Emission Statements
(Adopted 10/20/92)

Rule 301 Circumvention (Adopted
10/23/78)

Rule 302 Visible Emissions (Adopted
10/23/78)

Rule 304 Particulate Matter—Northern
Zone (Adopted 10/23/78)

Rule 305 Particulate Matter
Concentration—Southern Zone (Adopted
10/23/78)

Rule 306 Dust and Fumes—Northern Zone
(Adopted 10/23/78)

Rule 307 Particulate Matter Emission
Weight Rate—Southern Zone (Adopted
10/23/78)

Rule 308 Incinerator Burning (Adopted
10/23/78)

Rule 309 Specific Contaminants (Adopted
10/23/78)

Rule 310 Odorous Organic Sulfides
(Adopted 10/23/78)

Rule 311 Sulfur Content of Fuels (Adopted
10/23/78)

Rule 312 Open Fires (Adopted 10/02/90)

Rule 316 Storage and Transfer of Gasoline
(Adopted 01/15/09)

Rule 317 Organic Solvents (Adopted
10/23/78)

Rule 318 Vacuum Producing Devices or
Systems—Southern Zone (Adopted
10/23/78)

Rule 321 Solvent Cleaning Operations
(Adopted 09/18/97)

Rule 322 Metal Surface Coating Thinner
and Reducer (Adopted 10/23/78)

Rule 323 Architectural Coatings (Adopted
11/15/01)

Rule 324 Disposal and Evaporation of
Solvents (Adopted 10/23/78)

Rule 325 Crude Oil Production and
Separation (Adopted 07/19/01)

Rule 326 Storage of Reactive Organic
Compound Liquids (Adopted 01/18/01)

Rule 327 Organic Liquid Cargo Tank Vessel
Loading (Adopted 12/16/85)

Rule 328 Continuous Emission Monitoring
(Adopted 10/23/78)

Rule 330 Surface Coating of Metal Parts and
Products (Adopted 01/20/00)

Rule 331 Fugitive Emissions Inspection and
Maintenance (Adopted 12/10/91)

Rule 332 Petroleum Refinery Vacuum
Producing Systems, Wastewater Separators
and Process Turnarounds (Adopted
06/11/79)

Rule 333 Control of Emissions from
Reciprocating Internal Combustion Engines
(Adopted 06/19/08)

Rule 342 Control of Oxides of Nitrogen
(NOx) from Boilers, Steam Generators and
Process Heaters) (Adopted 04/17/97)

Rule 343 Petroleum Storage Tank Degassing
(Adopted 12/14/93)

Rule 344 Petroleum Sumps, Pits, and Well
Cellars (Adopted 11/10/94)

Rule 346 Loading of Organic Liquid Cargo
Vessels (Adopted 01/18/01)

Rule 352 Natural Gas-Fired Fan-Type
Central Furnaces and Residential Water
Heaters (Adopted 09/16/99)

Rule 353 Adhesives and Sealants (Adopted
08/19/99)

Rule 359 Flares and Thermal Oxidizers
(Adopted 06/28/94)

Rule 360 Emissions of Oxides of Nitrogen
from Large Water Heaters and Small
Boilers (Adopted 10/17/02)

Rule 361 Small Boilers, Steam Generators,
and Process Heaters (Adopted 01/17/08)
Rule 370 Potential to Emit—Limitations for

Part 70 Sources (Adopted 06/15/95)

Rule 505 Breakdown Conditions Sections
A.,B.1.,and D. only (Adopted 10/23/78)

Rule 603 Emergency Episode Plans
(Adopted 06/15/81)

Rule 702 General Conformity (Adopted 10/
20/94)

Rule 801 New Source Review (Adopted 04/
17/97)

Rule 802 Nonattainment Review (Adopted
04/17/97)

Rule 803 Prevention of Significant
Deterioration (Adopted 04/17/97)

Rule 804 Emission Offsets (Adopted
04/17/97)

Rule 805 Air Quality Impact Analysis and
Modeling (Adopted 04/17/97)

Rule 808 New Source Review for Major
Sources of Hazardous Air Pollutants
(Adopted 05/20/99)

Rule 1301 Part 70 Operating Permits—
General Information (Adopted 06/19/03)

Rule 1302 Part 70 Operating Permits—
Permit Application (Adopted 11/09/93)

Rule 1303 Part 70 Operating Permits—
Permits (Adopted 11/09/93)

Rule 1304 Part 70 Operating Permits—
Issuance, Renewal, Modification and
Reopening (Adopted 11/09/93)

Rule 1305 Part 70 Operating Permits—
Enforcement (Adopted 11/09/93)

* * * * *

[FR Doc. E9-20048 Filed 8—20-09; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 721
[EPA-HQ-OPPT-2008-0252; FRL—8433-9]
RIN 2070-AB27

Certain Chemical Substances;

Withdrawal of Significant New Use
Rules

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Withdrawal of final rules.

SUMMARY: EPA is withdrawing two
significant new use rules (SNURs)
promulgated under section 5(a)(2) of the
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Toxic Substances Control Act (TSCA)
for chemical substances which were the
subject of premanufacture notices
(PMNs), i.e., multi-walled carbon
nanotubes (PMN P-08-177) and single-
walled carbon nanotubes (PMN P—-08—
328). These chemical substances are
subject to TSCA section 5(e) consent
orders issued by EPA. EPA published
the SNURs using direct final rulemaking
procedures. EPA received a notice of
intent to submit adverse comments on
these rules. Therefore, the Agency is
withdrawing these SNURs, as required
under the expedited SNUR rulemaking
process. EPA also intends to publish in
the Federal Register, under separate
notice and comment rulemaking
procedures, proposed SNURS for these
two chemical substances.

DATES: This final rule is effective August
21, 2009.

FOR FURTHER INFORMATION CONTACT: For
general information contact: Colby
Lintner, Regulatory Coordinator,
Environmental Assistance Division
(7408M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001; telephone
number: (202) 554—1404; e-mail address:
TSCA-Hotline@epa.gov.

For technical information contact:
Karen Chu, Chemical Control Division
(7405M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001; telephone
number: (202) 564—8773; e-mail address:
chu.karen@epa.gov.

SUPPLEMENTARY INFORMATION:

I. Does this Action Apply to Me?

A list of potentially affected entities is
provided in the Federal Register of June
24,2009 (74 FR 29982) (FRL-8417-6). If
you have questions regarding the
applicability of this action to a
particular entity, consult the technical
person listed under FOR FURTHER
INFORMATION CONTACT.

II. What Rules are Being Withdrawn?

In the Federal Register of June 24,
2009 (74 FR 29982), EPA issued several
direct final SNURs, including SNURs
for the two chemical substances that are
the subject of this withdrawal. These
direct final rules were issued pursuant
to the procedures in 40 CFR part 721,
subpart D. In accordance with 40 CFR
721.160(c)(3)(ii), EPA is withdrawing
the rules issued for multi-walled carbon
nanotubes (PMN P-08-177) and single-
walled carbon nanotubes (PMN P-08—
328) because the Agency received a
notice of intent to submit adverse
comments. EPA intends to propose

SNURs for these two chemical
substances via notice and comment
rulemaking in a future Federal Register
document.

For further information regarding
EPA’s expedited process for issuing
SNURs, interested parties are directed to
40 CFR part 721, subpart D, and the
Federal Register of July 27, 1989 (54 FR
31314). The record for the direct final
SNURs for these chemical substances
which are being withdrawn was
established at EPA-HQ-OPPT-2008—
0252. That record includes information
considered by the Agency in developing
these rules and the notice of intent to
submit adverse comments.

I11. How Do I Access the Docket?

To access the electronic docket,
please go to http://www.regulations.gov
and follow the online instructions to
access docket ID no. EPA-HQ-OPPT-
2008-0252. Additional information
about the Docket Facility is provided
under ADDRESSES in the Federal
Register document of June 4, 2009 (74
FR 29982). If you have questions,
consult the technical person listed
under FOR FURTHER INFORMATION
CONTACT.

IV. What Statutory and Executive Order
Reviews Apply to this Action?

This final rule revokes or eliminates
an existing regulatory requirement and
does not contain any new or amended
requirements. As such, the Agency has
determined that this withdrawal will
not have any adverse impacts, economic
or otherwise. The statutory and
executive order review requirements
applicable to the direct final rule were
discussed in the Federal Register
document of June 24, 2009 (74 FR
29982). Those review requirements do
not apply to this action because it is a
withdrawal and does not contain any
new or amended requirements.

V. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of the rule in the Federal
Register. This rule is not a “major rule”
as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 721

Environmental protection, Chemicals,
Hazardous substances, Reporting and
recordkeeping requirements.

Dated: August 17, 2009.
Wendy C. Hamnett,

Acting Director, Office of Pollution Prevention
and Toxics.

m Therefore, 40 CFR part 721 is
amended as follows:

PART 721—[AMENDED]

m 1. The authority citation for part 721
continues to read as follows:

Authority: 15 U.S.C. 2604, 2607, and
2625(c).

§721.10155 [Removed]
m 2. Byremoving § 721.10155.
§721.10156 [Removed]
m 3. Byremoving § 721.10156.

[FR Doc. E9-20150 Filed 8—20-09; 8:45 am]
BILLING CODE 6560-50-S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679
[Docket No. 0809031176-91213-03]
RIN 0648-AX25

Fisheries of the Exclusive Economic
Zone Off Alaska; Bering Sea and
Aleutian Islands (Amendment 90) and
Gulf of Alaska Groundfish
(Amendment 78); Limited Access
Privilege Programs

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: NMFS issues regulations
implementing Amendment 90 to the
Fishery Management Plan for
Groundfish of the Bering Sea and
Aleutian Islands Management Area and
Amendment 78 to the Fishery
Management Plan for Groundfish of the
Gulf of Alaska. This regulation amends
the Bering Sea and Aleutian Islands
Amendment 80 Program and the Central
Gulf of Alaska Rockfish Program to
allow post-delivery transfers of
cooperative quota to cover overages.
This action is necessary to mitigate
potential overages, reduce enforcement
costs, and provide for more precise total
allowable catch management. This
action is intended to promote the goals
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and objectives of the Magnuson-Stevens
Fishery Conservation and Management
Act, the Fishery Management Plans, and
other applicable law.

DATES: Effective September 21, 2009.

ADDRESSES: Amendment 90 to the
Fishery Management Plan for
Groundfish of the Bering Sea and
Aleutian Islands Management Area and
Amendment 78 to the Fishery
Management Plan for Groundfish of the
Gulf of Alaska, the categorical exclusion
memoranda, and the Regulatory Impact
Review/Final Regulatory Flexibility
Analyses (RIR/FRFA) prepared for this
action as well as the Programmatic
Supplemental Environmental Impact
Statement prepared for Alaska
groundfish fisheries may be obtained
from the NMFS Alaska Region website
at: http://alaskafisheries.noaa.gov.

FOR FURTHER INFORMATION CONTACT:
Glenn Merrill or Rachel Baker, 907—
586—7228.

SUPPLEMENTARY INFORMATION: The
groundfish fisheries in the exclusive
economic zone off Alaska are managed
under the Fishery Management Plan for
Groundfish of the Bering Sea and
Aleutian Islands Management Area
(BSAI FMP) and the Fishery
Management Plan for Groundfish of the
Gulf of Alaska (GOA FMP). The FMPs
were prepared by the North Pacific
Fishery Management Council (Council)
under the Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act). Amendment
80 to the BSAI FMP implemented the
Amendment 80 Program. Amendment
68 to the GOA FMP implemented the
Central GOA Rockfish Program

(Rockfish Program). Regulations
implementing Amendment 80 were
published on September 14, 2007 (72 FR
52668), and regulations implementing
Amendment 68 were published on
November 20, 2006 (71 FR 67210).
These regulations are located at 50 CFR
part 679.

Background

NMFS issued quota share (QS) under
the Amendment 80 Program and the
Rockfish Program. Under the
Amendment 80 Program, NMFS issued
QS to persons based on their qualifying
harvest histories using specific trawl
catcher/processor vessels in six BSAI
non-pollock groundfish fisheries during
1998 through 2004. Under the Rockfish
Program, NMFS issued QS to persons
based on their qualifying harvest
histories using trawl catcher vessels and
trawl catcher/processors of rockfish
species and species harvested
incidentally in Central Gulf of Alaska
rockfish fisheries during 1996 through
2002. These two programs are
commonly known as limited access
privilege programs (LAPPs) because the
participants may receive exclusive
access to fishery resources if specific
conditions are met. Each year, the
person issued QS may participate in
either a fishery cooperative with other
QS holders or in a limited access fishery
with other non-cooperative participants
who hold QS. The total amount of QS
assigned to all members of a cooperative
yields an amount of cooperative quota
(CQ), which is a permit that provides an
exclusive harvesting privilege for a
specific amount of groundfish, in
specific fisheries, in a given year.

Additionally, a cooperative also receives
a specific amount of CQ that may be
used for the incidental catch of a
specific amount of crab or halibut.
Incidentally caught crab or halibut,
commonly called prohibited species
catch (PSC), cannot be retained,
processed, or sold. QS holders
participating in the limited access
fishery are not assigned an exclusive
harvest or PSC use privilege, but may
compete for the allocation of groundfish
and PSC remaining after CQ has been
assigned to all cooperatives.

After joining a cooperative or the
limited access fishery, a person may
participate in only that cooperative or
the limited access fishery for that
calendar year. A person who joins a
cooperative must assign the individual
fishing quota derived from his or her QS
(prior to the start of the fishing season
for that LAPP) to the cooperative and
the specific vessels that will be fishing
for that cooperative. For example,
persons wishing to participate in an
Amendment 80 cooperative must assign
their QS and vessels to an Amendment
80 cooperative by November 1 of each
year to be eligible to fish in a
cooperative for the following calendar
year. Once a person assigns his QS or
vessel to a cooperative, he may not
reassign his QS or vessel to another
cooperative or the limited access fishery
during the calendar year for which that
QS or vessel is assigned.

Table 1 shows the specific groundfish
species for which NMFS issues QS and
the PSC species for which CQ may be
issued if a person joins a cooperative
under the Amendment 80 Program and
Rockfish Program.
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Table 1. Groundfish and PSC Species that may Yield CQ in the Amendment 80 Program and

Rockfish Program
Groundfish species for which QS is issued and that can PSC species for which CQ can be
yield CQ issued

BSAI Amendment 80 Program

Aleutian Islands Pacific ocean perch

Atka mackerel

Flathead sole

Zone 1 - Bristol Bay red king crab,
Chionoecetes opilio crab, and C.

Pacific halibut

Pacific cod

Rock sole

Yellowfin sole

Zone 2 - C. opilio crab and C.

bairdi crab

bairdi crab

Central GOA Rockfish Program

Northern rockfish (catcher vessels & catcher/processors)

Pacific ocean perch (catcher vessels & catcher/processors)

Pelagic shelf rockfish (catcher vessels & catcher/processors)

Thornyhead rockfish (catcher vessels & catcher/processors)

Trawl sablefish (catcher vessels & catcher/processors)

Rougheye rockfish (catcher/processors only)

Shortraker rockfish (catcher/processors only)

Pacific cod (catcher vessels only)

Pacific halibut

The mechanisms for joining a
cooperative, the process for issuing CQ
for groundfish or PSC species, and the
monitoring and enforcement provisions
necessary to ensure proper accounting
of catch under the Amendment 80 and
Rockfish Programs are described in
detail in the final rules implementing
those LAPPs and are not repeated here
(for the Amendment 80 Program see 72
FR 52668, September 14, 2007; for the
Rockfish Program see 71 FR 67210,
November 20, 2006).

The size of each cooperative’s annual
CQ allocation is based on the amount of
QS held by the members relative to the
total QS pool for a given groundfish
fishery. For example, a cooperative in
the Amendment 80 Program composed
of members holding QS equaling 40
percent of the QS pool in the yellowfin
sole fishery would receive CQ to harvest
40 percent of the annual total allowable
catch (TAC) of yellowfin sole that is
assigned to the Amendment 80 Program.
Any catch of groundfish or PSC species
for which CQ is issued under the
specific LAPP (i.e., either the
Amendment 80 or Rockfish Program) is
debited from a cooperative’s CQ
account.

The Amendment 80 Program and the
Rockfish Program allow cooperatives to
transfer their unused CQ between
cooperatives. Transfers allow

cooperatives to tailor their operations to
specific harvesting conditions. All
transfers must be approved by NMFS
before they become effective. Once a CQ
transfer has been approved by NMFS,
the CQ account of the transferring
cooperative is debited, and the CQ
account of the receiving cooperative is
credited.

CQ Overages Under Current System

Under existing regulations, a
cooperative in either the Amendment 80
Program or the Rockfish Program is
prohibited from catching groundfish or
PSC on an annual basis that exceeds the
amount of CQ that is issued to that
cooperative (see §679.7(n)(7)(i) for the
Rockfish Program and § 679.7(0)(4)(v)
for the Amendment 80 Program). This
prohibits a cooperative from having a
negative CQ balance for a given species
and subsequently receiving transferred
CQ after the landing to rectify the
negative CQ balance.

CQ overages by cooperatives in the
Rockfish Program and Amendment 80
Program are likely to be uncommon. In
2007, the first year under the Rockfish
Program, no overages of CQ occurred.
Results from 2008, the second year of
the Rockfish Program, and the first year
of the Amendment 80 Program, are
pending.

The Council recommended
Amendments 90 and 78 to the FMPs to
improve the fleet’s flexibility, reduce
the potential number of violations for
overages, reduce enforcement costs, and
allow more complete harvest of
allocations. NMFS published a notice of
availability for Amendments 90 and 78
on December 17, 2008 (73 FR 76605),
and a proposed rule on January 5, 2009
(74 FR 254). More information on how
overages can occur and an overview of
the catch and accounting system used
by NMFS and the NOAA Office for Law
Enforcement to monitor CQ is described
in the preamble to the proposed rule.

The comment period on the proposed
rule and the notice of availability ended
on February 17, 2009. Six comments
were received from three individuals
regarding the proposed rule and FMP
amendment. Two comments supported
the proposed rule, and three comments
questioned specific technical aspects of
the regulation. These comments did not
raise new issues or concerns that have
not been addressed in the RIR/FRFA
prepared to support this action or the
preamble to the proposed rule. The
remaining comment was not directly
related to the action and did not raise
new issues or concerns that have not
already been addressed in the analysis
prepared to support this action or the
preamble to the proposed rule. After
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consideration of these comments, NMFS
approved Amendments 90 and 78 on
March 16, 2009.

Effects of the Action

A transfer of CQ after fish have been
landed to rectify a negative CQ balance
is commonly known as a post-delivery
transfer. The following sections briefly
describe the effects of allowing post-
delivery transfers to cover CQQ overages.
Additional discussion of the rationale
and effects of this action is provided in
the preamble to the proposed rule
published on January 5, 2009 (74 FR
254), and is not repeated here.

Allowing post-delivery transfers in
the Amendment 80 Program and
Rockfish Program can mitigate potential
overages, reduce enforcement costs, and
provide for more precise TAC
management and more value from the
harvests for participants. Post-delivery
transfers also increase fleet flexibility
and allow more efficient use of
resources. The flexibility to complete
transfers after delivery reduces the
potential that some CQ will remain
unharvested if a cooperative is not able
to harvest its CQ allocation without the
risk of an overage, and minimizes the
potential for CQ overages because a CQ
account can be balanced after delivery
through a post-delivery transfer.

This action allows post-delivery
transfers to cover CQQ overages. There is
no limit on the size of a post-delivery
transfer or on the number of post-
delivery transfers a cooperative could
undertake, but a vessel that is assigned
to that cooperative may not begin a new
fishing trip for that cooperative if the
CQ account balance is zero or negative
for any of the groundfish or PSC species
CQ assigned to the cooperative. This
action prohibits a person from having a
negative balance in a CQ account for
any species after the end of the calendar
year for which that CQ permit was
issued.

This rule does not modify existing
regulations that require that CQ issued
to a cooperative can be transferred only
among other cooperatives, and that
participants in a limited access fishery
in either of these two LAPPs may not
transfer any unused TAC to
cooperatives as CQ.

Under the final rule, no member of a
cooperative may use any vessel assigned
to that cooperative to begin a new
fishing trip for any groundfish CQ
species unless the CQ balance of the
cooperative for all groundfish or PSC
species for which CQ is assigned is
positive. The final rule defines the term
“fishing trip”’ for purposes of this
requirement to provide a clear standard
for fishery participants. A fishing trip is

defined as the period beginning when a
vessel operator commences harvesting
any groundfish species that is assigned
CQ under the relevant LAPP and ending
when the vessel operator removes any
processed or unprocessed groundfish
CQ species from that vessel. The
specific groundfish and PSC species for
both LAPPs are listed above in Table 1.
The definition of a fishing trip
effectively extends from the first harvest
of a groundfish species that is issued CQ
in the applicable LAPP until the
beginning of a delivery of groundfish
from a catcher vessel, or the beginning
of offloading processed groundfish from
a catcher/processor. This definition
ensures that no member of a cooperative
could commence fishing for any
groundfish species on the cooperative’s
CQ permit on any vessel until the CQ
accounts of all groundfish and PSC
species assigned to that cooperative are
positive. This provision is intended to
discourage harvesters from continuing
to debit groundfish or PSC against their
cooperative’s CQ account for numerous
fishing trips and run a negative CQ
balance without ensuring that adequate
unused CQ exists that can be transferred
from another cooperative to cover that
negative balance.

This rule prohibits a cooperative from
maintaining a negative balance in its CQ
accounts for any groundfish or PSC
species after the end of the calendar
year for which that CQ was issued. This
prohibition effectively requires that all
post-delivery CQ transfers must be
completed by December 31 of each year.
Overages that are not covered by
December 31 of each year are subject to
a penalty or other enforcement action.
This action is expected to reduce the
risk of potential overages because
cooperatives would have time to
balance their CQ accounts by the end of
the calendar year.

Summary of Regulatory Changes

This action makes the following
changes to the existing regulatory text at
50 CFR part 679:

e Add two new paragraphs to define
the term ‘‘fishing trip”’ at § 679.2;

¢ Modify the existing prohibitions at
§679.7(n)(7)(i) for the Rockfish Program
and §679.7(0)(4)(v) for the Amendment
80 Program to clarify that a person may
not begin a fishing trip with a vessel
assigned to a Rockfish Program
cooperative or Amendment 80 Program
cooperative, if that Amendment 80 or
Rockfish cooperative does not hold
unused CQ for all species for which CQ
is assigned; and

e Add prohibitions at §679.7(n)(7)(vi)
for the Rockfish Program and
§679.7(0)(4)(vi) for the Amendment 80

Program to prohibit a person from
having a negative balance in a CQ
account for any species after the end of
the calendar year for which that CQ
permit was issued.

Response to Comments

NMEF'S received six comments from
three individuals regarding
Amendments 90 and 78 and the
proposed rule. Two commenters
represent organizations of Rockfish
Program and Amendment 80 Program
participants that will be affected by this
action. The third commenter did not
indicate an affiliation.

Comment 1: The commenter raises
general concerns about fisheries
management asserting that fishery
policies have been overly liberal and
have not been to the benefit of American
citizens. The commenter asserts that
NMFS is biased and should not be
allowed to manage fisheries.

Response: The comments are not
specifically related to the proposed rule
and recommend broad changes to
fisheries management that are outside
the scope of this action.

Comment 2: The commenter
represents Rockfish Program
participants who support this action
and believe it will facilitate catch
accounting in the Rockfish Program to
accommodate overages. Given the
careful oversight of cooperative
managers, post-delivery transfers are
likely to be infrequent and will address
minor overages.

Response: NMFS notes the support for
this action.

Comment 3: The Rockfish Program is
a multi-species trawl LAPP. Trawl
fisheries may catch species other than
those intended, which can make it more
difficult to maximize a cooperative’s CQ
allocation without exceeding that
amount. These factors should be cited as
additional rationale for this action.

Response: The Council addressed the
factors cited by the commenter during
the development of Amendments 90
and 78. Section 2.3.1 of the analysis
prepared for Amendment 78 provides a
detailed description of the multi-species
nature of the Rockfish Program. Section
2.4 of the analysis describes the
complexities harvesters face when
trying to harvest a specific amount of
catch in multi-species trawl fisheries
and the potential effects of this action to
mitigate agency and industry
enforcement costs resulting from
potential overages.

Comment 4: The definition of “fishing
trip”” could be subject to interpretation,
and the commenter requests
clarification on how this definition
would apply to the Rockfish Program.
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According to the proposed definition, a
Rockfish Program fishing trip is defined
as the period beginning when a vessel
operator commences harvesting any
Rockfish Program species and ending
when the vessel operator offloads or
transfers any Rockfish Program species,
whether processed or unprocessed, from
the vessel. A vessel is considered
fishing for Rockfish Program species
only when they are checked into the
rockfish fishery via NMFS inseason
management. The commenter assumes
that this prohibition would not restrict
a vessel from participating in another
fishery where these species could be
taken incidentally or as a directed target
fishery but not a part of the Rockfish
Program.

Response: NMFS agrees with the
interpretation provided by the
commenter. The regulations make it
clear that the post-delivery transfer
provisions apply only to the delivery of
fish caught under the authority of a CQ
permit. When a vessel is not fishing
under a Rockfish Program fishery, fish
are not harvested under a CQ permit,
and the post-delivery requirement
provisions do not apply.

Comment 5: It appears that a
cooperative would not be in violation of
the requirement that a vessel cannot
begin a new fishing trip if two or more
of its vessels are on the grounds
simultaneously, and one vessel in the
cooperative makes a delivery that causes
the cooperative to exceed its CQ cap
while other cooperative vessels are
fishing. The regulations appear to allow
vessels in a cooperative to complete
their fishing trips, but would not allow
them to begin a new fishing trip.

Response: NMFS agrees with the
interpretation provided by the
commenter. The regulations at 50 CFR
679.7(n)(7)(i) make it clear that it is
prohibited to “‘begin a fishing trip for
any Rockfish Program species with any
vessel assigned to a Rockfish
cooperative if the total amount of
unharvested CQ that is currently held
by that Rockfish cooperative is zero or
less for any species for which CQ is
assigned.” The regulations do not
prohibit vessels assigned to a
cooperative from completing a fishing
trip if the CQ account for a cooperative
has been exceeded while those vessels
are fishing.

Comment 6: The commenter
represents Amendment 80 Program
participants who support this action
and believe it will facilitate catch
accounting in the Amendment 80
Program, reduce the potential for CQ
overages, reduce enforcement costs, and
aid the fleet in fully harvesting its CQ
accounts.

Response: NMFS notes the support for
this action.

Classification

Consistency With the Magnuson-Stevens
Act and Other Laws

The Assistant Administrator for
Fisheries, NOAA, has determined that
Amendments 90 and 78 are necessary
for the conservation and management of
BSAI and GOA groundfish fisheries and
that they are consistent with the
Magnuson-Stevens Act and other
applicable laws.

This final rule has been determined to
be not significant for purposes of
Executive Order 12866.

Final Regulatory Flexibility Analysis
(FRFA)

A FRFA was prepared that describes
the economic impact that this action has
on small entities. The RIR/FRFA
prepared for this final rule is available
from NMFS (see ADDRESSES). The
FRFA for this action describes the
action, why this action is being
proposed, the objectives and legal basis
for the final rule, the type and number
of small entities to which the final rule
applies, and projected reporting,
recordkeeping, and other compliance
requirements of the final rule. It also
identifies no overlapping, duplicative,
or conflicting federal rules and
describes any significant alternatives to
the final rule that accomplish the stated
objectives of the Magnuson-Stevens Act
and other applicable statutes, and that
would minimize any significant adverse
economic impact of the final rule on
small entities. The description of the
action, its purpose, and its legal basis
are described in the preamble and are
not repeated here.

An IRFA was prepared and
summarized in the classifications
section of the preamble to the proposed
rule, which was published on January 5,
2009 (74 FR 254). The public comment
period ended on February 17, 2009.
NMEF'S received three public
submissions containing six unique
comments on Amendments 90 and 78
and the proposed rule. These comments
did not address the IRFA.

For purposes of a FRFA, the Small
Business Administration (SBA) has
established that a business involved in
fish harvesting is a small business if it
is independently owned and operated,
not dominant in its field of operation
(including its affiliates), and has
combined annual gross receipts not in
excess of $4.0 million for all its
affiliated operations worldwide. A
seafood processor is a small business if
it is independently owned and operated,

not dominant in its field of operation,
and employs 500 or fewer persons on a
full-time, part-time, temporary, or other
basis at all its affiliated operations
worldwide.

The SBA does not have a size
criterion for businesses that are
involved in both the harvesting and
processing of seafood products, and
NMEFS has applied and continues to
apply SBA’s fish harvesting criterion for
those businesses because catcher/
processors are first and foremost fish
harvesting businesses. Therefore, a
business involved in both the harvesting
and processing of seafood products is a
small business if it meets the $4.0
million criterion for fish harvesting
operations.

The FRFA contains a description and
estimate of the number of small entities
to which this final rule would apply. In
the Rockfish Program, seven
cooperatives formed during the first
year (2007). The FRFA estimates that
five of the seven cooperatives are large
entities and two cooperatives are small
entities. In the first year of the
Amendment 80 Program (2008),
participants formed one cooperative.
The FRFA estimates that the
Amendment 80 cooperative is a large
entity.

This action directly regulates CQ
holders who might use post-delivery
transfers to cover overages. Estimates of
the number of small entities holding CQ
are based on estimates of gross
revenues. Landings data from the most
recent season for which data are
available (2005 for Rockfish Program
and 2007 for Amendment 80 Program)
were used to estimate the number of
small entities.

All of the directly regulated entities
are expected to benefit from this action
relative to the status quo alternative
because the action allows greater
flexibility and a period of time in which
to reconcile overages. However,
empirical data available to analysts on
affiliations in the Rockfish Program and
the Amendment 80 Program are
currently incomplete, and it is not
possible to certify this outcome as
provided under the Regulatory
Flexibility Act. Therefore, an IRFA and
a FRFA were prepared as required.

Among the three alternatives the
Council considered for this action, the
preferred alternative as described in this
rule (Alternative 2) would best
minimize potential adverse economic
impacts on the directly regulated
entities. Under the status quo
(Alternative 1), no post-delivery
transfers would be allowed and small
entities would continue to be penalized
for overages. Alternative 3 would have
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allowed post-delivery transfers, but with
more limitations and restrictions than
Alternative 2, the alternative that
provides small entities the most
flexibility to cover overages.

Recordkeeping and Reporting
Requirements

This final rule does not change
existing reporting, recordkeeping, or
other compliance requirements. Any
person wishing to cover an overage will
be required to engage in a transfer of
CQ. The required reporting and
recordkeeping for a post-delivery
transfer is the same as for any other CQ
transfer. NMFS Restricted Access
Management Program (RAM) will
continue to oversee share accounts and
share use. At the time of landing, RAM
will maintain a record of any overage,
but instead of reporting overages to
NOAA Office of Law Enforcement
immediately, RAM will defer reporting
until the end of the calendar year.

Small Entity Compliance Guide

NMFS has posted a small entity
compliance guide on its website at
http://alaskafisheries.noaa.gov to satisfy
the Small Business Regulatory
Enforcement Fairness Act of 1996
requirement for a plain language guide
to assist small entities in complying
with this rule.

List of Subjects in 50 CFR Part 679

Alaska, Fisheries, Recordkeeping and
reporting requirements.

Dated: August 18, 2009.
John Oliver,
Deputy Assistant Administrator For
Operations, National Marine Fisheries
Service.
m For the reasons set out in the
preamble, NMFS amends 50 CFR part
679 as follows:

PART 679—FISHERIES OF THE
EXCLUSIVE ECONOMIC ZONE OFF
ALASKA

m 1. The authority citation for 50 CFR
part 679 continues to read as follows:

Authority: 16 U.S.C. 773 et seq.; 1801 et
seq.; 3631 et seq.; Pub. L. 108-199; Pub. L.
108—447; and Pub. L. 109-479.

m 2.In §679.2, paragraphs (4) and (5)
are added to the term “Fishing trip” to
read as follows:

§679.2 Definitions.
* * * * *

Fishing trip means:

* * * * *

(4) For purposes of § 679.7(n)(7), the
period beginning when a vessel operator
commences harvesting any Rockfish
Program species and ending when the
vessel operator offloads or transfers any
processed or unprocessed Rockfish
Program species from that vessel.

(5) For purposes of § 679.7(0)(4), the
period beginning when a vessel operator
commences harvesting any Amendment
80 species and ending when the vessel
operator offloads or transfers any
processed or unprocessed Amendment

80 species from that vessel.
* * * * *

.In §679.7, paragraphs (n)(7)(i) and
(v) are revised, and paragraphs
vi) and (0)(4)(vi) are added to read

§679.7 Prohibitions.

* * * * *

(n) * % %

(7) * % %

(i) Begin a fishing trip for any
Rockfish Program species with any
vessel assigned to a Rockfish
cooperative if the total amount of
unharvested CQ that is currently held
by that Rockfish cooperative is zero or
less for any species for which CQ is

assigned.
* * * * *

(vi) Have a negative balance in a CQ
account for any species for which CQ is
assigned after the end of the calendar

year for which a CQ permit was issued.
* * * * *

(0) * * %

(4) * k%

(v) Begin a fishing trip for any
Amendment 80 species with any vessel
assigned to an Amendment 80
cooperative if the total amount of
unharvested CQ that is currently held
by that Amendment 80 cooperative is
zero or less for any species for which
CQ is assigned.

(vi) Have a negative balance in a CQ
account for any species for which CQ is
assigned after the end of the calendar
year for which a CQ permit was issued.

* * * * *
[FR Doc. E9-20208 Filed 8—20-09; 8:45 am]
BILLING CODE 3510-22-S
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 310, 314, and 600
[Docket No. FDA-2008-N-0334]

RIN 0910-AF96

Postmarketing Safety Reports for

Human Drug and Biological Products;
Electronic Submission Requirements

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend its postmarketing safety
reporting regulations for human drug
and biological products to require that
persons subject to mandatory reporting
requirements submit safety reports in an
electronic format that FDA can process,
review, and archive. FDA is taking this
action to improve the agency’s systems
for collecting and analyzing
postmarketing safety reports. The
proposed change would help the agency
to more rapidly review postmarketing
safety reports, identify emerging safety
problems, and disseminate safety
information in support of FDA’s public
health mission. In addition, the
proposed amendments would be a key
element in harmonizing FDA’s
postmarketing safety reporting
regulations with international standards
for the electronic submission of safety
information.

DATES: Submit written or electronic
comments on the proposed rule by
November 19, 2009. Submit comments
on information collection issues under
the Paperwork Reduction Act of 1995 by
September 21, 2009, (see section “VIL
Paperwork Reduction Act of 1995 of
this document). See section III.G of this
document for the proposed effective
date of a final rule based on this
proposed rule.

ADDRESSES: You may submit comments,
identified by Docket No. FDA—2008-N—

0334 and/or RIN number 0910-AF96, by
any of the following methods, except
that comments on information
collection issues under the Paperwork
Reduction Act of 1995 must be
submitted to the Office of Regulatory
Affairs, Office of Management and
Budget (OMB) (see the “Paperwork
Reduction Act of 1995” section of this
document).

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Written Submissions

Submit written submissions in the
following ways:

e FAX: 301-827-6870.

e Mail/Hand delivery/Courier [For
paper, disk, or CD-ROM submissions]:
Division of Dockets Management (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

To ensure more timely processing of
comments, FDA is no longer accepting
comments submitted to the agency by e-
mail. FDA encourages you to continue
to submit electronic comments by using
the Federal eRulemaking Portal, as
described previously, in the ADDRESSES
portion of this document under
Electronic Submissions.

Instructions: All submissions received
must include the agency name and
Docket No. and Regulatory Information
Number (RIN) for this rulemaking. All
comments received may be posted
without change to http://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments’” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov and insert the
docket number(s), found in brackets in
the heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

The information collection provisions
of this proposed rule have been
submitted to OMB for review. Interested
persons are requested to fax comments
regarding information collection by

September 21, 2009, to the Office of
Information and Regulatory Affairs,
OMB. To ensure that comments on
information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:
202—-395-7285, or e-mailed to
oira_submission@omb.eop.gov.

FOR FURTHER INFORMATION CONTACT:

For information concerning human
drug products: Roger Goetsch,
Center for Drug Evaluation and
Research, Food and Drug
Administration, 10903 New
Hampshire Ave., Bldg. 22, Silver
Spring, MD, 20993-0002, 301-770—
9299, or

For information concerning human
biological products: Stephen
Ripley, Center for Biologics
Evaluation and Research (HFM-17),
Food and Drug Administration,
1401 Rockville Pike, suite 200N,
Rockville, MD, 20852—1448, 301—
827-6210.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Introduction
II. Background
A. Current Postmarketing Safety
Reporting Requirements
1. Description and Timing of Safety
Reports
2. Current Format for the Submission
of Postmarketing Safety Reports
B. Previously Proposed Revisions to
the Postmarketing Safety Reporting
Requirements
C. Rationale for Requiring Electronic
Submission of Postmarketing Safety
Reports
1. Expedited Identification of
Emerging Safety Problems
2. Improved Speed and Efficiency of
Industry and Agency Operations
3. International Harmonization of
Safety Reporting
D. Electronic Format Submission
Initiatives
1. Electronic Submission of
Postmarketing Safety Reports
2. Comments on the Advance Notice
of Proposed Rulemaking (ANPRM)
for Mandatory Electronic
Submission of Postmarketing Safety
Reports to FDA
III. Description of the Proposed Rule
A. Electronic Submission of
Postmarketing Safety Reports
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B. Safety Reports Not Covered by the
Proposed Rule
C. Waivers
D. Individual Case Safety Report
(ICSR)—Definition and Required
Information
E. Removal of Paper Format
Provisions
F. Miscellaneous Changes
G. Proposed Implementation
Timeframe
IV. Legal Authority
V. Environmental Impact
VI. Analysis of Impacts
A. Benefits
B. Costs
C. Summary of Benefits and Costs
D. Alternatives Considered
E. Small Business Impact
VIIL. Paperwork Reduction Act of 1995
A. Reporting Cost
B. Capital Costs
VIIL Federalism
IX. Request for Comments

1. Introduction

When a drug or biological product is
approved and enters the market, the
product is introduced to a larger patient
population in settings different from
clinical trials. New information
generated during the postmarketing
period offers further insight into the
benefits and risks of the product, and
evaluation of this information is
important to ensure the safe use of these
products.

FDA receives information regarding
postmarketing adverse drug
experiences? from safety reports
submitted to the agency. For nearly 35
years, FDA has received these
postmarketing safety reports on paper.
In recent years, many companies have
voluntarily submitted these reports to
the agency in electronic format.

Data from both electronic and paper
reports are entered into FDA’s Adverse
Event Reporting System (AERS)
database. AERS is a computerized
information database designed to
support FDA’s postmarketing safety
surveillance program for drug and
biological products. The AERS database
is used to store and analyze data
received in postmarketing safety reports.
Safety reporting data submitted on
paper must first be converted into an
electronic format before being entered
into AERS.?

FDA is proposing to require use of an
electronic format for the submission of
postmarketing safety reports (see section

1For purposes of this preamble, the term adverse
drug experience includes an adverse experience
associated with use of a biological product.

2 Additional information regarding the AERS
database may be found at: http://www.fda.gov/cder/
aers/default.htm.

II of this document), which would be an
important step toward improving the
agency’s systems for collecting and
analyzing these reports. The proposal
would:

¢ Eliminate the time and costs
associated with submitting paper
reports (for industry) and converting
data from paper reports into electronic
format for review and analysis (for the
agency),

o Expedite the agency’s access to
safety information and provide data to
the agency in a format that would
support more efficient and
comprehensive reviews, and

¢ Enhance our ability to rapidly
communicate information about
suspected problems to health care
providers, consumers, applicants, and
sponsors within the United States and
internationally in support of FDA’s
public health mission.

The proposed rule would require that
postmarketing safety reports be
submitted to us in an electronic format
that we can process, review, and
archive. Consistent with FDA’s current
practice for firms that already submit
these reports in electronic format
voluntarily, technical specifications
referenced in FDA guidance documents
will describe how to submit such
reports to the agency.® As necessary, the
agency will revise the technical
specifications referenced in FDA
guidance documents to address
changing technical specifications or any
additional specifications that may be
needed for mandatory electronic safety
reporting. Using guidance documents to
communicate these technical
specifications will permit FDA to be
more responsive to rapidly occurring
changes in the technological
environment.

Currently, the technical specifications
referenced in guidance documents rely
upon and adopt certain safety reporting
and transmission standards
recommended by the International
Conference on Harmonisation of
Technical Requirements for Registration
of Pharmaceuticals for Human Use
(ICH). ICH was formed to facilitate the
harmonization of technical
requirements for the registration of

3The most current information on submitting
postmarketing safety reports in electronic format
can be found in the draft guidance on ‘“Providing
Regulatory Submissions in Electronic Format—
Postmarketing Individual Case Safety Reports” (73
FR 33436, June 12, 2008) and the “Periodic safety
update reports” section of the guidance on
“Providing Regulatory Submissions in Electronic
Format—Human Pharmaceutical Product
Applications and Related Submissions Using the
eCTD Specifications” (Revision 2, June 2008). We
intend to finalize the draft guidance document in
the near future.

pharmaceutical products among the
three ICH regions: The European Union,
Japan, and the United States. In this
proposed rule, we reaffirm our intention
to continue to rely on these ICH-
recommended standards, in addition to
providing other options (see section
II.D.1 of this document). We believe the
continued use of ICH standards will
promote harmonization of safety
reporting among regulatory agencies and
facilitate the international exchange of
postmarketing safety information.
Accordingly, this proposed rule is
consistent with ongoing agency
initiatives to encourage the widest
possible use of electronic technology
and to promote international
harmonization of safety reporting for
human drug and biological products
through reliance on ICH standards. (See
section II.C.3 of this document for
additional discussion of ICH.).

In this document, we provide
background information on the current
status of FDA’s postmarketing safety
reporting requirements (current
regulations and previously proposed
revisions) (sections II.A and II.B of this
document). We also discuss the
rationale for proposing this rule (section
I1.C of this document). Additionally, we
describe electronic postmarketing safety
reporting initiatives (section IL.D of this
document), including an advanced
notice of proposed rulemaking
(ANPRM) that we issued in 1998.
Finally, we describe the proposed rule
(section III of this document).

II. Background

A. Current Postmarketing Safety
Reporting Requirements

The current postmarketing safety
reporting requirements for drug and
biological products are summarized
below. The proposed electronic
reporting amendments would leave the
substantive aspects of these
requirements largely unchanged.

1. Description and Timing of Safety
Reports

Under existing regulations in part
310, 314, and 600 (21 CFR part 310, 314,
and 600), specifically §§310.305,
314.80, 314.98, and 600.80,
manufacturers, packers, distributors,*

4For §600.80, “distributor’” also includes shared
manufacturers, joint manufacturers, or any other
participant involved in divided manufacturing.

5In this document, the term “applicant’ is used
instead of the term “licensed manufacturer” for
persons with approved BLAs.

6]CSR attachments include published articles
that must accompany ICSRs based on scientific
literature (§§ 314.80(d) and 600.80(d)), as well as
other supporting information such as relevant

Continued
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and applicants® with approved new
drug applications (NDAs), abbreviated
new drug applications (ANDAs), and
biological license applications (BLAs)
and those that market prescription drugs
for human use without an approved
application are required to submit
postmarketing safety reports of adverse
drug experiences to FDA. These safety
reports include individual case safety
reports (ICSRs), and other related
documents (ICSR attachments€) for each
adverse drug experience. An ICSR is a
description of the adverse drug
experience that includes the basic
elements, or facts, of each reportable
event for an individual patient or
subject. Under the current regulations,
persons who submit safety reports on
paper must use the approved reporting
form for ICSRs—either the FDA Form
3500A or an equivalent form as
discussed below. Although current
regulations do not use the term ICSR,
the term is used in FDA and ICH
guidances to refer to the adverse drug
experience information supplied on the
FDA Form 3500A or other approved
forms, including those currently
submitted in electronic format.”
Accordingly, we will refer throughout
this document to the description of each
adverse drug experience related to an
individual patient or subject using
human drug or biological products as an
ICSR. As discussed in section IIL.E of
this document, consistent with the
proposed change to a mandatory
electronic format for safety reports, we
propose to delete most references to the
paper forms (e.g., FDA Form 3500A)
from FDA postmarketing safety
reporting regulations and to add: (1) A
definition of ICSR for drugs and
biologics and (2) a statement of the
information required to be reported in
an ICSR.

a. 15-day Alert reports. FDA
regulations require manufacturers,
packers, distributors, and applicants to
submit an ICSR on FDA Form 3500A, or
its equivalent, for each postmarketing
adverse drug experience that is both
serious and unexpected to the agency
within 15 calendar days of initial
receipt of information about the adverse
drug experience (15-day “Alert
reports”). An unexpected adverse drug
experience is any adverse drug
experience that is not listed in the
current labeling for the product
(§§310.305(b), 314.80(a), and 600.80(a)).

hospital discharge summaries and autopsy reports/
death certificates.

7 Health Level Seven (HL7), a technical-standards
group accredited by the American National
Standards Institute (ANSI), also uses the term ICSR
to describe adverse event information supplied for
FDA regulated products.

Followup reports are required to be
submitted within 15 calendar days of
receipt of new information or as
requested by FDA, and are also
submitted on an FDA Form 3500A or on
an equivalent form. In addition to the
ICSR, 15-day Alert reports frequently
include related documents, such as
medical records, hospital discharge
summaries, or other documentation
related to the event (ICSR attachments).

To avoid duplication of reports,
nonapplicant manufacturers, packers,
and distributors of drug and biological
products having an approved
application may, under §§ 314.80 and
600.80, submit all reports of serious
adverse drug experiences to the
applicant within 5 calendar days of
receipt of the report instead of to FDA.
Similarly, packers and distributors of
prescription drug products marketed
without an approved application may
meet their postmarketing 15-day safety
reporting obligations under § 310.305 by
submitting all reports of serious adverse
drug experiences to the manufacturer
within 5 calendar days of the receipt of
the information instead of to FDA.
Applicants/manufacturers receiving
such data must then, in turn, submit a
15-day Alert report to FDA.

b. Periodic reports. In addition to 15-
day Alert reports, applicants are also
required to submit postmarketing
periodic safety reports to FDA. For each
approved application, applicants are
required under §§ 314.80 and 600.80 to
submit a periodic report quarterly or
annually, depending on how long the
drug or biological product has been
approved. Upon written notice, the
agency can require that an applicant
submit these reports to FDA at different
times than those stated. These reports
contain the following information: (1) A
narrative summary and analysis of the
information in the report, (2) an analysis
of all of the 15-day Alert reports
submitted during the reporting interval,
(3) an ICSR (and ICSR attachments, if
applicable) for each adverse drug
experience not previously reported (i.e.,
reports of all serious, expected (labeled)
and nonserious events)d, and (4) a
history of actions taken since the last
periodic report because of the reports of
adverse drug experiences. The
descriptive information portions of a
postmarketing periodic safety report

8In some cases, applicants may request a waiver

for submission of an ICSR for nonserious, expected
adverse drug experiences. See section XI.A of FDA’s
draft guidance for industry on “Postmarketing
Safety Reporting for Human Drug and Biological
Products Including Vaccines” available on the
Internet at http://www.fda.gov/Drugs/Guidance
ComplianceRegulatoryInformation/Guidances/
default.htm under ‘“Procedural.”

(report summary, analysis of 15-day
Alert reports, and history of actions) are
submitted to the agency in a narrative
format accompanied by the ICSRs and
any ICSR attachments for all serious,
expected and nonserious adverse drug
experiences that occurred during the
reporting period. Manufacturers of
drugs marketed without an approved
application (e.g., NDA, ANDA) are not
required to submit postmarketing
periodic safety reports to FDA.

c. Distribution reports. In addition to
periodic reports, under § 600.81,
applicants with approved BLAs are also
required to submit distribution reports
to the agency every 6 months or at other
intervals that the agency may specify
with written notice. These reports
contain information about the quantity
of biological product distributed under
the BLA, including the quantity
distributed to distributors.

d. Nonprescription human drug
products marketed without an approved
application. Public Law 109-462,
enacted on December 22, 2006,
amended the Federal Food, Drug, and
Cosmetic Act (the act) to create a new
section 760 (21 U.S.C. 379aa), entitled
“Serious Adverse Event Reporting for
Nonprescription Drugs.” Section 760 of
the act requires manufacturers, packers,
or distributors whose name appears on
the label of nonprescription human drug
products marketed without an approved
application to report serious adverse
events associated with their products.
Effective December 22, 2007, section
760 of the act requires these reports to
be submitted to FDA within 15 business
days. As required by section 2(e)(3) of
Public Law 109-462, FDA issued a draft
guidance for industry entitled
“Postmarketing Adverse Event
Reporting for Nonprescription Human
Drug Products Marketed without an
Approved Application” (72 FR 58316,
October 15, 2007). The draft guidance
describes the minimum data elements
and the relevant policies and
procedures for making these reports
under section 760 of the act. It provides,
among other things, that the reports be
submitted on paper on FDA Form
3500A or in the electronic format
described in the guidance.

This proposed rule does not contain
language that would require that safety
reports under section 760 of the act for
nonprescription human drug products
marketed without an approved
application be submitted to FDA in
electronic format. However, we are
soliciting public comment on whether
the final rule should require the use of
electronic format for these reports. We
expect that any electronic format
requirements for these section 760
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reports would be quite similar to the
requirements for other categories of drug
products addressed by this rule. Any
decision whether to include section 760
reports will be informed by the public
comments submitted in response to this
proposal and the agency’s experience
since submission of serious adverse
event reports for nonprescription
human drug products marketed without
an approved application became
mandatory in December 2007.

Finally, note that nonprescription
drugs that are marketed under approved
applications (NDAs or ANDAs) are not
covered under section 760 of the act.
Such products are subject to reporting
under current §§ 314.80 and 314.81.
Reports submitted to FDA under those
sections would be subject to the
mandatory electronic format
requirements proposed in this rule as
described elsewhere in this document.

2. Current Format for the Submission of
Postmarketing Safety Reports

a. Drug and biological products. FDA
currently accepts all postmarketing
ICSRs in either a paper format or an
electronic format. Sections 310.305(d),
314.80(f), and 600.80(f) authorize use of
a paper FDA Form 3500A for reporting
of single cases of adverse drug
experiences for human drug and
biological products. The regulations also
permit use of the form introduced by the
World Health Organization’s (WHO’s)
Council for International Organizations
of Medical Sciences (CIOMS) Working
Group I for reporting single cases of
foreign adverse drug experiences that
are serious and unexpected (CIOMS I
form).

Section 11.2(b)(2) currently provides
that regulatory submissions may be
voluntarily provided to the agency in
electronic form? if the submissions are
identified by FDA in its electronic
submissions public docket as
submissions the agency will accept in
electronic form.1° Postmarketing safety
reports for drug and nonvaccine
biological products have been identified
in the docket as submissions the agency
can accept in electronic format. See
Memorandums 23 and 28 in FDA'’s
electronic submissions public docket. If
the reporter elects to file the safety
report in electronic format rather than
on paper, current §§ 310.305(d),
314.80(f), and 600.80(f) require that the

9 The content of labeling for NDAs, certain BLAs,
ANDAs, annual reports, and supplements is
currently the only regulatory submission required
to be submitted to the agency electronically (68 FR
69009, December 11, 2003).

10 Docket No. FDA-1992-S-0039 (formerly
Docket No. 19925-0251) can be accessed on the
Internet at http://www.regulations.gov.

ICSRs in the electronic report include
the same information as the paper FDA
Form 3500A or CIOMS I form.

Accordingly, under current
regulations, an ICSR submission can
take the form of a paper FDA Form
3500A, a paper CIOMS I form, or
comparable information submitted in
electronic format. (See section II.D.1 of
this document). Each of these is a
different method of transmitting to FDA
the same basic elements of the ICSR,
whether on paper or in electronic
format. As described in section II.D.1.a
of this document, ICSR attachments and
the descriptive information portions of
periodic safety reports may also be
submitted electronically.

b. Vaccine products. Adverse
experience reporting for vaccine
products may be submitted to the
Vaccine Adverse Event Reporting
System (VAERS). VAERS is a
computerized information database
designed to support the Centers for
Disease Control and Prevention’s
(CDC’s) and FDA’s postmarketing
surveillance program for vaccine
products. Postmarketing ICSRs for
vaccines can be submitted on a VAERS
paper form?? or reported on-line using
the VAERS secure web-based system?2.
Each of these is a different method of
transmitting to CDC/FDA the same basic
elements of the ICSR. Currently, VAERS
does not have the capability to receive
electronic ICSRs submitted through the
FDA'’s electronic submissions gateway.
However, developments are underway
to implement this submission
capability.

B. Previously Proposed Revisions to the
Postmarketing Safety Reporting
Requirements

In the Federal Register of March 14,
2003 (68 FR 12406), FDA published a
proposed rule to amend its safety
reporting requirements for human drug
and biological products (Safety
Reporting Proposed Rule). The agency
proposed new definitions and reporting
formats and standards for pre- and
postmarketing safety reporting as
recommended by ICH (see section II.C.3
of this document) and by CIOMS. Some
of the proposed amendments were
based on the recommendations of ICH,
while others were proposed by the
agency on its own initiative. With
regard to coding of postmarketing ICSRs

11 The VAERS form can be accessed on the
Internet at http://secure.vaers.org/vaersdata
entryintro.htm. FDA has verified the Web site
addresses throughout this document, but FDA is not
responsible for any subsequent changes to the Web
sites after this document publishes in the Federal
Register.)

12Report on-line at https://secure.vaers.org.

to standardize safety reports for
comparison and analysis, the agency
proposed use of the Medical Dictionary
for Regulatory Activities (MedDRA)
terminology developed by ICH?3. The
agency also proposed to require the
submission of new types of
postmarketing safety reports to FDA.
FDA is currently considering the
comments that it has received on the
Safety Reporting Proposed Rule. Any
new postmarketing safety reports that
are required by a safety reporting final
rule would be required to be submitted
electronically in accordance with this
rulemaking, if adopted as final.

C. Rationale for Requiring Electronic
Submission of Postmarketing Safety
Report

As explained more below, the agency
proposes to require that all
postmarketing safety reports for human
drugs and biological products be
submitted in electronic format. By
requiring submission of these reports in
electronic format, FDA would expedite
access to safety information and
facilitate international harmonization
and exchange of this information. This,
in turn, would lead to more efficient
reviews of safety data and enhance our
ability to rapidly disseminate safety
information to health care providers,
consumers, applicants, sponsors, and
other regulatory authorities in support
of FDA’s public health mission. In
addition, the agency would recognize a
significant cost savings by converting
the safety reporting system from a paper
submission process to an all electronic
system that would increase the accuracy
of information and reduce the need for
manual data entry.

1. Expedited Identification of Emerging
Safety Problems

Establishment and maintenance of
efficient risk management programs
(where appropriate) is an agency
priority (see FDA’s January 2007
response to the Institute of Medicine
(IOM) report on drug safety entitled
“The Future of Drug Safety: Promoting
and Protecting the Health of the Public,”

13MedDRA is a medically validated medical
terminology created by ICH as a cooperative effort
between the pharmaceutical industry and regulators
from the United States, Europe, and Japan for
sharing regulatory information for human medical
products and activities (see www.ich.org/cache/
compo/276-254-1.html). MedDRA establishes a
terminology database for use in the regulatory
process for medical products and has become the
accepted standard for regulatory activities involving
adverse drug experiences. Use of MedDRA would
serve the public health by facilitating the collection,
presentation, and analysis of adverse drug
experience information from medical products
during clinical and scientific reviews and
marketing.
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FDA’s March 2005 guidance for
industry entitled ‘Development and Use
of Risk Minimization Action Plans,”
and FDA’s 2007 Strategic Action
Plan).1# The changes proposed in this
rule, if adopted, would improve the
agency’s management of risks from
human drug and biological products by
expediting the postmarketing
identification and communication of
emerging safety information for these
products.

Requiring that postmarketing ICSRs
be submitted in electronic format would
result in reducing the time required for
FDA to enter information from a paper
safety report into a database for
evaluation and analysis. Currently,
approximately 60 percent of all ICSRs
(i.e., 15-day Alert reports and ICSRs
associated with periodic reports?5) are
submitted to FDA on paper for input
into the AERS database (approximately
30,000/month). With regard to 15-day
Alert reports, approximately one-third
are submitted on paper (approximately
8,000/month) to FDA. Fifteen-day Alert
reports that are submitted on paper
generally reach FDA'’s data entry
contractor within the required 15 days
following the adverse drug experience,
but then the ICSRs must be manually
entered into the AERS database. These
ICSRs are entered into the FDA AERS
database on a priority basis because they
may indicate a new, previously
unidentified risk. The time required for
data entry, validation, and quality
control processes, however, adds an
additional 2 weeks before the ICSRs are
actually available for assessment by
FDA'’s safety evaluators. With regard to
periodic ICSRs, approximately 80
percent are submitted on paper
(approximately 22,000/month).16
Periodic ICSRs, which are submitted on
paper, may not be available for review
by safety evaluators for up to 2 months
after submission to the agency because
of their volume and because ICSRs in

14These resources are available on the Internet at
(IOM response) http://www.fda.gov/downloads/
drugs/drugsafety/postmarketingdrugsafety
informationforpatientsandproviders/
UCM171627.pdf, (strategic plan) http://
www.fda.gov/ope/stratplan07/stratplan07.htm, and
(guidance) http://www.fda.gov/Drugs/Guidance
ComplianceRegulatoryInformation/Guidances/
default.htmunder “Clinical/Medical.”

15 See section II.A.1.b of this preamble for a
description of periodic ICSRs.

16 Postmarketing periodic reports are required to
be submitted to the FDA for each approved NDA,
ANDA, and BLA and are due quarterly for the first
3 years after U.S. approval of the application and
annually thereafter. An ICSR in a periodic safety
report includes the same elements in the same
format as an ICSR in a 15-day Alert report, but
describes an adverse drug experience that is not
both serious and unexpected (i.e., all nonserious
adverse drug experiences or serious, expected
adverse drug experiences).

15-day Alert reports must take first
priority.

In contrast, the ICSRs in both 15-day
Alert and periodic reports submitted in
electronic format are processed and
available for safety evaluator review
much more quickly because there is no
need for data entry and the associated
quality control and validation processes
are faster. Instead of 2 months for
periodic ICSRs or 2 weeks for 15-day
Alert ICSRs that are submitted in a
paper format, ICSRs submitted in
electronic format are, generally,
available to reviewers within 2 days of
their receipt by FDA. The requirement
for electronic safety reports is expected
to result in faster processing and this
will permit FDA to more quickly
identify emerging safety issues and
rapidly disseminate significant safety
information to the medical community
and the public with corresponding
benefits to the public health.

2. Improved Speed and Efficiency of
Industry and Agency Operations

The proposed electronic formatting
requirements for postmarketing safety
reports would enhance operations for
both industry and FDA. Electronic
reporting can benefit industry by
eliminating the costs associated with
collating, copying, storing, retrieving,
and mailing paper copies. In addition,
FDA would benefit from the elimination
of data entry processes and significant
reduction in physical storage
requirements. When data are provided
only on paper, the information must be
converted manually into an electronic
form to review and analyze. This
process is time consuming, costly, and
creates an opportunity for data entry
error to occur.

FDA expects to provide two options
for submitting electronically formatted
ICSRs. Reporters would be able to
submit ICSRs by using either an ICH-
compatible electronic transmission
system, or a Web-based form similar to
those used for commercial transactions,
such as retail purchases, on the Internet.
(These options, as well as those for
submission of ICSR attachments in
electronic form, are discussed in more
detail in section II.D.1 of this
document.) For companies that submit
large numbers of ICSRs, use of the ICH-
compatible system for electronic
transmission would be cost effective
because the information from the ICSRs
will be transmitted directly from the
company’s database to FDA without
needing additional administrative
support for manual entry of the
information. For companies that submit
a small number of ICSRs, use of the
Web-based form may be more cost

effective than using the ICH-compatible
system.

FDA has worked with industry on
electronic submission of postmarketing
ICSRs since 1998. In 2001, FDA
announced through public docket
number 925-0251 that the agency
would accept voluntary electronic
submissions of ICSRs for 15-day Alert
and periodic safety reports in lieu of a
paper submission (see section II.A.2 of
this document). Currently, over 40
pharmaceutical companies are
voluntarily using electronic format to
submit to FDA ICSRs for both 15-day
Alert and periodic reports for human
drug and biologics, with more than
500,000 ICSRs submitted to date. This
experience has shown that electronic
data submissions to the AERS database
reduce the cost of data entry and
facilitate the review process. It currently
costs FDA approximately $35 to process
a report submitted on paper. In
comparison, a report submitted in an
electronic format costs approximately
$12 to process.

3. International Harmonization of Safety
Reporting

In developing this proposal, FDA
considered the international standards
developed by ICH for the submission of
safety information. The other ICH
regions (the European Union (EU) and
Japan) are also implementing the
standards recommended by ICH for the
electronic submission of safety reports.
The procedures for the electronic
submission of postmarketing safety
reports in this proposed rule would,
therefore, reduce costs to industry
associated with maintaining multiple
electronic systems designed to meet the
needs of different regulatory authorities.
The proposed electronic safety reporting
regulations would also encourage better
communication between FDA and the
industry, as well as with other
regulators, nationally and abroad, while
reducing the costs associated with
reporting. Moreover, the industry would
be able to rely on one form of electronic
reporting, which would reduce the
administrative costs of compliance.

a. Status of electronic submissions in
the EU. The European Commission
drafted guidance on adverse event
reporting, including Volume 9 of “The
Rules Governing Medicinal Products in
the European Union” (the EU rules),
which contains a specific emphasis on
pharmacovigilance. The EU rules
require the electronic submission of
adverse event reports (effective
November 2005) and incorporate
international guidelines reached within
the framework of the ICH. The EU rules
specify that the electronic transmission
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and management of safety reports will
be carried out according to the
guidelines and specifications contained
in ICH guidance on safety reporting and
electronic standards.

b. Status of electronic submissions in
Japan. On October 27, 2003, the
Japanese Ministry of Health, Labour,
and Welfare mandated that ICH
guidance E2BM17 compliant ICSRs be
submitted in electronic format either by
the Internet or by physical media.

c. Global impact of a standard
electronic submission. FDA collaborates
with many international regulatory
counterparts on drug safety issues.
Frequently, FDA sends to and receives
from other regulators paper copies of
ICSRs for further clinical analysis of
specific drug safety issues. FDA
envisions that regulatory partners
participating in ICH, and other
regulators that choose to implement the
same standards, will be able to
electronically exchange specific ICSRs
in real time as safety issues emerge. As
a result, regulatory partners would be
assured that they are making regulatory
decisions based on a full complement of
available information.

D. Electronic Format Submission
Initiatives

1. Electronic Submission of
Postmarketing Safety Reports

a. Voluntary electronic submissions.
In the Federal Register of March 20,
1997 (62 FR 13430), FDA published a
regulation on electronic records and
electronic signatures (21 CFR part 11).
In August 2003, FDA issued guidance
for industry entitled “Part 11, Electronic
Records; Electronic Signatures—Scope
and Application,” describing the
agency’s thinking regarding part 11. Part
11 generally provides that in instances
where records are submitted to the
agency, such records may be submitted
in electronic format instead of paper
format, provided that FDA has
identified the submission in FDA’s
electronic submissions public docket as
the type of submission that FDA can
accept in electronic format.

17]CH first issued guidance on “E2B Data
Elements for Transmission of Individual Case
Safety Reports” in July 1997 (ICH E2B). ICH E2B
was revised in 2000 to include adjustments based
on successful pilot projects conducted in the three
ICH regions (ICH E2BM). ICH is currently revising
its E2B guidance again to provide additional
information and clarification and has released ICH
E2B(R) in draft. The term “ICH E2B guidance” used
in this document includes all ICH guidance on the
E2B topic of data elements for the transmission of
ICSRs. The guidances are available on the Internet
at http://www.fda.gov/Drugs/Guidance
ComplianceRegulatoryInformation/Guidances/
default.htm under the ICH—Efficacy category or
http://www.fda.gov/cber/guidelines.htm under the
ICH guidance documents category.

Postmarketing safety reports have been
identified in FDA’s electronic
submissions public docket as
submissions that FDA may accept in
electronic format?8,

Presently, FDA allows applicants,
manufacturers, packers, and distributors
to submit postmarketing safety reports
(both 15-day Alert and periodic reports)
in electronic format by sending the
reports to FDA either: (1) Through
FDA'’s Electronic Submission Gateway
(ESG) or (2) on physical media, e.g., CD-
ROM, digital tape, or floppy disk (sent
by mail).19 These electronic
submissions may include ICSRs, any
ICSR attachments, and descriptive
information. The data elements and
electronic transport formats that FDA
can accept for electronic ICSRs are
described in technical specifications
referenced in FDA guidance
documents.20 Currently, FDA can accept
attachments to ICSRs and the
descriptive information of periodic
reports in an electronic form as portable
document format (PDF) files, which may
be sent through the FDA’s ESG or
mailed to FDA on physical media.2! To
send these reports by FDA’s ESG, a
manufacturer/applicant must initially
contact FDA’s AERS electronic
submission coordinator?? to establish an
ESG connection with FDA’s network.

b. ICH standards. FDA codes and
analyzes electronic submissions of
safety information received via the ESG
or on physical media based on ICH
standards.23 ICH has developed
international standards for the
electronic submission of safety
information that include: (1)

18 Docket No. FDA-1992-S-0039 (formerly
Docket No. 19925-0251) can be accessed on the
Internet at http://www.regulations.gov.

19FDA expects that, in the future, all electronic
submissions to the agency will be sent through the
ESG and that use of physical media for such
submissions will, eventually, be phased-out.

20FDA is currently accepting electronic
submissions using either the ICH E2B or ICH E2BM
data elements; ICH E2B and ICH E2BM are available
on the Internet at http://www.fda.gov/Drugs/
GuidanceComplianceRegulatoryInformation/
Guidances/default.htm under the ICH—Efficacy
category or http://www.fda.gov/cber/guidelines.htm
under the ICH guidance documents category.

21 See footnote number 19 in this document.

22FDA’s AERS electronic submission coordinator
may be contacted at aersesub@fda.hhs.gov.

23 See www.ich.org/cache/compo/276-254-1.html.

24JCH M2 provides electronic standards for the
transfer of regulatory information (ESTRI). The M2
ESTRI recommendations facilitate international
electronic communication in the three ICH regions.
The ICH M2 working group developed a
specification for the implementation of E2B data
elements that allows for the transmission of all
types of ICSRs, regardless of source and destination.
ICH M2 recommendations are revised periodically
to reflect the evolving nature of the technology.
More information on M2 ESTRI is available on the
Internet at http://estri.ich.org.

Standardized common data elements for
transmission of ICSRs (ICH E2B
guidance), and (2) electronic standard
transmission procedures (ICH M224 ).
ICH E2B guidance provides
standardized common data elements for
the transmission of ICSRs by identifying
and defining the data elements for the
transmission of all types of ICSRs,
regardless of source and destination.
The ICH format for ICSRs includes
provisions for transmitting all the
relevant data elements useful to assess
an individual adverse drug reaction or
adverse event report. The common data
elements are sufficiently comprehensive
to cover complex reports from most
sources, different data sets, and different
transmission requirements.

c. FDA Web-based submission portal.
In addition to submission of ICSRs
through the ESG, FDA is developing a
Web-based electronic submission portal
to collect and process safety information
for all FDA-regulated products that will
be consistent with ICH standards and
may be used as another method for
reporting adverse drug experiences to
the agency.25 FDA’s Web-based portal
will allow for the secure electronic
submission of postmarketing ICSRs
directly into FDA’s AERS database once
information is typed into a Web-based
electronic form. Users will receive
electronic confirmation that their
submissions have been received by
FDA. Any person who is subject to
FDA'’s postmarketing safety reporting
requirements and has Internet access
will be able to use the Web-based form
to submit ICSRs to the agency. The Web-
based submission function will assist
entities that submit a small number of
safety reports by creating a simpler and
more efficient mechanism for reporting
that does not require them to have an
internal database that is compatible
with the ICH-based system. However,
because some administrative support
would be needed to manually enter the
information for the ICSRs onto a form
on the Web, this Web-based electronic
reporting format will be less cost
effective than direct submission through
the ESG (or submitting the information
on physical media) for companies with
large numbers of safety reports. As soon
as FDA can accept submissions using
this Web-based form, information in
docket 925-0251, and the guidance
documents described in this section will
be updated to reflect this option.

25 The Web-based reporting portal is based on the
HL7 Individual Case Safety Report standard
accredited by ANSI. This standard is for the
exchange of adverse event information between
computer systems.
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2. Comments on the Advance Notice of
Proposed Rulemaking (ANPRM) for
Mandatory Electronic Submission of
Postmarketing Safety Reports to FDA

In the Federal Register of November
5, 1998 (63 FR 59746), FDA issued an
ANPRM describing the agency’s plans to
require electronic submission of all
postmarketing expedited and periodic
ICSRs. In the ANPRM, the agency
indicated that it would propose that
international standards be used for
electronic safety reporting (i.e.,
precoding of ICSRs using the ICH M1
international medical terminology, ICH
E2B format, and ICH M2 transmission
specifications).26 FDA also indicated
that it was considering requiring that
the textual (descriptive) information
contained in a postmarketing periodic
safety report be submitted to the agency
in an electronic format. FDA received
comments on the ANPRM from 11
representatives of pharmaceutical
companies and associations and one
individual. The agency considered these
comments in developing this proposed
rule on electronic submission of
postmarketing safety reports.

a. General. In general, the comments
supported FDA'’s plans to require
electronic submission of postmarketing
safety reports, while a few comments
said that electronic submissions to the
agency should remain voluntary. One
comment said that FDA’s goal of having
all safety reports submitted in an
electronic format would be realized
without being mandated as electronic
record collection, retrieval, and
reporting becomes the generally-
recognized norm throughout the
pharmaceutical and biologics industry.

FDA believes that the electronic
submission of postmarketing safety
reports should be required and not
voluntary because, although we have
accepted the voluntary submission of
postmarketing safety reports in
electronic format since 2001, we are
only receiving approximately 40 percent
of ICSRs in electronic format. To
expedite the identification of emerging
safety problems and to realize cost
savings for industry and the agency, we
will need to receive close to 100 percent
of ICSRs in electronic format.

b. Waivers. Several comments
provided suggestions for waivers
(exemptions) from the requirement to
submit postmarketing safety reports
electronically to FDA. The comments
described two types of waivers: (1)

26 The proposal to require coding of ICSRs using
MedDRA (ICH M1) is included in a separate
rulemaking, the Safety Reporting Proposed Rule,
described in section II.B of this document.

Temporary hardship waivers and (2)
indefinite waivers.

Two comments requested that FDA
grant a temporary hardship waiver for
companies that experience
unanticipated technical difficulties after
implementation of the regulation. In this
case, the company would be permitted
to submit safety reports in a paper
format. One comment said that such
temporary waivers must be automatic so
that regulatory requirements for timely
reporting are fulfilled. The comments
said that temporary waivers should be
evaluated on an individual basis, taking
into account factors such as company
size, volume of reports, potential issues
with international affiliates, and scope
of required technical activities. One
comment requested that the waiver be
renewable for a 6-month period as long
as the company can demonstrate
progress towards the ability to submit
reports electronically.

With regard to indefinite waivers, four
comments said that small businesses
should be exempt from the requirement
to submit postmarketing safety reports
in electronic format. The comments said
that a waiver should be based on the
number of safety reports that a company
submits to FDA. They noted that the
number of safety reports can vary
significantly among manufacturers
based on such attributes as company
size and product line. One comment
said that generic, or other, drug
companies that receive few adverse
event reports (e.g., 0-5 adverse drug
reactions (ADRs) per week) should be
exempt from the requirement. The
comment stated that compliance with
the requirement would place an undue
burden on these drug companies
because of the associated costs for
human resources, equipment, software
requirements, and other costs. The
comment further stated that if the
agency does not create a waiver for drug
companies that have few ADRs per
week (e.g., less than 5), then a longer
transition period should be permitted,
during which the agency would accept
either paper or electronic ADRs. The
transition period would allow sufficient
time for drug companies that currently
do not have the appropriate resources to
establish electronic safety reporting
systems. Another comment said that the
criterion for an automatic waiver could
be limited to NDAs for products with
orphan-designated indications, because
of the small number of ADRs submitted
for these products. The comment also
suggested that drug product sponsors
who make less than a particular
monetary amount for drug product sales
per year (e.g., $100 million) should be
exempt from the rule.

Since these comments on the ANPRM
were submitted in 1998, Internet access
has become commonplace, reducing or
eliminating implementation concerns
for smaller firms or firms with very few
reports. These firms will be able to use
the Web-based form. Accordingly, we
are not proposing indefinite waivers
from implementation of electronic
format submission of safety reports.

With regard to temporary waivers, we
believe they should only be necessary in
rare cases. Larger companies using the
ESG could use submission on physical
media (i.e., CD-ROM) or the Web-based
system as a back-up if they experience
temporary technological problems with
their ESG submission system. Similarly,
smaller firms regularly reporting on the
Web-based system could easily find
alternative Internet access in the event
of a temporary Internet outage at the
firm. Given that it is not possible to
anticipate all the various situations that
might require a waiver, we are
proposing in this rule to provide for a
temporary waiver of the electronic
format submission requirement for good
cause shown (see section III.C of this
document). As discussed more below,
we are specifically requesting comments
in this rule on what would constitute
“good cause” for a temporary waiver of
the electronic format submission
requirements.

c. Textual materials. ICSRs are often
accompanied by textual materials (ISCR
attachments), such as hospital discharge
summaries or other medical records,
published studies, or autopsy reports.
Two comments supported the
possibility of submitting textual
materials electronically in addition to
ICSRs. One of the comments
recommended that the electronic
transmission of textual materials be
accepted using ICH standards so that
consistency could be enhanced
worldwide.

As recommended in the technical
specifications referenced in guidances
on submitting postmarketing safety
reports in electronic format, textual
materials can currently be submitted in
a paper format or in an electronic format
as a PDF file consistent with ICH
guidelines.2? When finalized, this rule
would require submission of these
textual materials in an electronic format
we can process, review, and archive.
Future changes to technical
specifications for such submissions,
such as transmission standards and file
formats, would be announced in the
technical specifications referenced in
FDA guidance documents.

27 See footnote number 3 of this document.
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d. Security issues. Several comments
discussed security issues related to the
confidentiality of data when safety
reports are submitted electronically.
Some comments stated that industry
and the agency must be prepared to
respond promptly to changing
technology to ensure secure
transmission of data. Another comment
requested that the tools used for this
purpose be commercially available at a
reasonable cost.

The agency requires the secure
transmission of all electronic
submissions. We currently have
certificate authority with standard
encryption and will continue to use this
security method in the agency’s ESG for
the electronic submission of
postmarketing safety reports. The ESG
meets National Institute of Standards
and Technology (NIST)-80028 series
security certification standards.

III. Description of the Proposed Rule

As noted previously, the changes
proposed in this rule would, largely,
affect the form in which postmarketing
safety reports must be submitted to FDA
(i.e., in electronic format instead of a
paper format) and, in addition, make
minor conforming changes to the
regulations.

A. Electronic Submission of
Postmarketing Safety Reports

The proposal would revise
§§310.305, 314.80, 314.98, and 600.80
to require that manufacturers, packers,
and distributors, and applicants with
approved NDAs, ANDAs, and BLAs and
those that market prescription drugs for
human use without an approved
application submit postmarketing safety
reports to the agency in an electronic
format that FDA can process, review,
and archive. We are proposing to delete
the specific references to paper
reporting forms in §§310.305, 314.80,
and 600.80. We also propose to add
language to these sections which states
that FDA will periodically issue
guidance on how to provide the
electronic submissions (e.g., method of
transmission, media, file formats,
preparation and organization of files).

Postmarketing 15-day Alert and
periodic reports, including the ICSRs,
any ICSR attachments and the
descriptive information portion of
postmarketing periodic safety reports,

28 NIST, a nonregulatory Federal agency in the
U.S. Commerce Department’s Technology
Administration, promotes U.S. innovation and
industrial competitiveness by advancing
measurement science, standards, and technology,
including researching and developing test methods
and standards for emerging and rapidly changing
information technologies.

would be submitted to FDA in an
electronic format. Information on the
agency'’s ability to process, review, and
archive these reports is described in the
technical specifications referenced in
FDA guidance documents (see section I
of this document). The reports would be
submitted to FDA in an electronic
format only; paper copies would not be
accepted unless the agency granted a
temporary waiver (see section III.C of
this document).

Under the proposed rule, for marketed
products with an approved application,
manufacturers, packers, or distributors
that do not hold the application would
continue to have the option of
submitting 15-day Alert reports directly
to FDA or to the application holder
under §§ 314.80(c)(1)(iii) and
600.80(c)(1)(iii). If they opt to submit
directly to FDA, they would be required
to do so in electronic format. If they
choose to report to the applicant, they
could submit the report in any
acceptable format. The applicant,
however, would be required to use
electronic reporting when it
subsequently reports the information to
FDA. Similarly, for marketed drug
products without an approved
application, initial safety reports made
to the manufacturer by packers and
distributors under current
§310.305(c)(3) could be made in any
form agreeable to the reporter and the
manufacturer, but this proposal would
require all safety reports made to FDA
to be made in electronic format.

This proposal applies to all
postmarketing safety reports currently
required to be submitted to FDA under
§§310.305, 314.80, 314.98, and 600.80
(including vaccines) and would apply to
any new postmarketing safety reports
for drug or biological products that are
implemented in the future (e.g., new
postmarketing safety reports proposed
in the Safety Reporting Proposed Rule
described in section II.B of this
document). The proposal would also
revise § 600.81 by requiring the
electronic submission of biological lot
distribution reports. As previously
described for postmarketing safety
reports, FDA will also periodically issue
guidance on how to provide the
electronic submissions for these reports
(e.g., method of transmission, media,
file formats, preparation and
organization of files).

B. Safety Reports Not Covered by the
Proposed Rule

Postmarketing safety reports for drugs,
including vaccines, constitute the
largest volume of paper safety reports
received by the agency and,
consequently, require the most

resources to input electronically. This
proposed rule would permit more
efficient management of these
postmarketing safety reports by FDA.
This proposed rule would not apply to
submission of the following safety
reports:

e Investigational new drug
application (IND) safety reports
(§312.32);

e Safety update reports for drugs
(§314.50(d)(5)(vi)(b));

e Approved NDA and BLA annual
reports (§§ 314.81(b)(2) and 601.28 (21
CFR 601.28));

¢ Biological product deviation reports
(BPDRs) (§§600.14 and 606.171 (21 CFR
606.171));

e Reports of complications of blood
transfusion and collection confirmed to
be fatal (21 CFR 606.170(b) and 640.73);

e Adverse reaction reports for human
cells, tissues and cellular and tissue-
based products (HCT/Ps) regulated
solely under section 361 of the Public
Health Service Act (42 U.S.C. 264) (21
CFR 1271.350(a)); and

e NDA-field alert reports
(§314.81(b)(1)).

We have not proposed to require that
premarketing safety reports be
submitted electronically because IND
safety reports are submitted directly to
the review division with responsibility
for the IND, and are not uploaded into
the AERS database. Blood transfusion
and collection fatality reports are
submitted to the agency in lower
numbers than the postmarketing safety
reports addressed in this rule; therefore,
we have not proposed that these reports
be subject to the mandatory electronic
format requirements proposed in this
rule. The agency has not yet received
blood transfusion and collection fatality
reports as electronic submissions, but
does receive BPDRs through a voluntary
electronic submission process. We are
considering a mandatory electronic
submission requirement for BPDRs, and
blood transfusion and collection fatality
reports in the near future and would
like to receive industry comment on this
possibility.

C. Waivers

Although this proposed rule would
require that all postmarketing safety
reports be submitted to FDA in
electronic format, we are proposing in
§§310.305(e)(2), 314.80(g)(2), and
600.80(g)(2) to grant a temporary waiver
from the electronic format requirement
for “good cause” shown. Procedural
details for submitting waiver requests,
such as where to send the request and
any supporting documentation, would
be announced in guidance. When a
temporary waiver has been granted, a
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paper copy of the safety reports would
be required to be submitted in a form
that FDA can process, review, and
archive.2? FDA anticipates that
temporary waivers of the requirement to
submit postmarketing safety reports to
the agency in electronic format will only
be needed in rare circumstances.
Companies experiencing technical
difficulties with their ESG interface
could, as a backup, submit reports on
physical media or using the Web-based
form during short-term, temporary
outage. Moreover, for companies that
rely on the Web-based form,
submissions could be made from any
computer with an Internet connection,
providing ample alternatives should the
company experience a longer term
interruption of Internet service at its
offices. Accordingly, we seek comments
on what circumstances would constitute
“good cause” for granting waivers.

D. Individual Case Safety Report
(ICSR)—Definition and Required
Information

The term ICSR is used to describe the
information contained on either an
initial or followup report of an
individual adverse drug experience,
currently reported on an FDA Form

3500A, CIOMS I form, VAERS form,
or in electronic format. Given that this
proposed rule would require that all
safety reports be submitted in electronic
format, we believe describing the safety
reporting vehicle generically, rather
than by reference to the associated
paper form, is appropriate. Accordingly,
we are proposing in §§ 310.305(b),
314.80(a), and 600.80(a) (with minor
modifications) to define an ICSR as a
description of an adverse drug
experience related to an individual
patient or subject. Because the items of
information which should be reported
in an ICSR are currently specified on the
paper reporting forms that will no
longer be used, we are also proposing to
add a list of the reportable elements in
the regulations. Accordingly, proposed
§§310.305(d), 314.80(f), and 600.80(f)
would provide a detailed list of specific
types of information in five broad
categories that are to be reported on the
ICSR. The proposed categories, and
examples of some of the types of
information in each category, are as
follows:

29FDA’s ability to process, review, and archive
postmarketing safety reports submitted to the
agency in a paper format is described in FDA’s draft
guidance for industry on ‘“Postmarketing Safety
Reporting for Human Drug and Biological Products
Including Vaccines” available on the Internet at
http://www.fda.gov/Drugs/Guidance
ComplianceRegulatoryInformation/Guidances/
default.htm under “‘Procedural” or at http://
www.fda.gov/cber/guidelines.htm.

e Patient information (e.g., patient
identification code, age, gender);

¢ Information about the adverse drug
experience (e.g., date and description of
the adverse drug experience);

¢ Information about the drug (e.g.,
drug name, dose, indication, National
Drug Code (NDC) number);

e Information identifying the initial
reporter (e.g., name and contact
information); and

¢ Information about the drug’s
applicant or manufacturer (e.g., name
and contact information).

Other than minor wording
differences, this proposed list of
information to be reported is the same
as that currently reflected on the FDA
Form 3500A for postmarketing reporting
for drugs and biological products.
Codification of the ICSR reporting
requirements is not intended to change
the existing obligation of manufacturers,
packers, or distributors to exercise due
diligence for purposes of completing all
of the applicable elements of an ICSR.
The obligation to provide all applicable
information described in proposed
§§310.305(d), 314.80(f), or 600.80(f)
would be the same as the current
obligation to complete the FDA Form
3500A.30

E. Removal of Paper Format Provisions

FDA believes that it is no longer
necessary to describe procedures for
paper format submissions in its
regulations because the agency
anticipates that a paper format will be
used on a very limited basis, if at all.
Accordingly, FDA is proposing to
remove from its regulations provisions
describing the details for submission of
safety reports in paper format, such as
the number of required paper copies or
specific markings or notations required
on the paper forms. We are proposing to
delete in §§310.305(d), 314.80(f) and
600.80(f) the provisions specifically
describing paper submissions and
replace them with a new paragraph
(proposed §§ 310.305(e)(1), 314.80(g)(1)
and 600.80(g)(1)), which states that
ICSRs and any attachments must be
submitted to FDA in an electronic
format that we can process, review, and
archive. In addition, we are proposing to
revise current regulations to remove or
modify the following references or
provisions that are specific to paper
formats:

e References to the number of paper
copies required for safety report
submissions (§§310.305(c) , 314.80(c),
and 600.80(c));

30For FDA'’s current thinking on “due diligence,”

see the guidance described in footnote 29 of this
document.

e The requirement to mark paper
reports to identify their contents as ““15-
day Alert report” or “15-day Alert
report-followup,” (§§ 310.305(c)(4),
314.80(c)(1)(iv), 600.80(c)(1)(iv));

e The requirement to use FDA Form
3500A, CIOMS I form, or VAERS form
or to determine an appropriate
alternative format for voluntary
submission in electronic format
(§§ 310.305(d)(1) and (3); 314.80(f)(1)
and (3), and 600.80(f)(1) and (3));

e The reference to FDA Form 3500A
or other paper forms designated for
adverse drug experience reporting by
FDA for ICSRs that are submitted as part
of periodic reporting requirements
(§§ 314.80(c)(2)(ii)(b) and
600.80(c)(2)(ii)(B)); and

e The requirement for identifying
reports of adverse drug experiences that
occur in postmarketing studies by
separating and marking them
(§§ 314.80(e)(2), and 600.80(e)(2)).

As discussed previously in this
document, in the future, procedural and
formatting details, if applicable to
electronic submissions, will be included
in guidance, rather than in regulations.

F. Miscellaneous Changes

The proposal would amend
§§310.305, 314.80, 314.98, and 600.80
by replacing the word ““shall”” with the
word “must” except in the first sentence
of §§314.80(c)(1)(iii) and
600.80(c)(1)(iii), from which the word
“shall” would be removed for editorial
reasons. FDA is also proposing to revise
in § 314.80(c)(2) the paragraph
designations that are currently not in
correct format. FDA anticipates that
these minor changes will clarify the
regulations and make them easier to
read. FDA is also proposing to change
the term “licensed manufacturer” to
“applicant” in §§ 600.80, 600.81 and
600.90.

Current §§310.305(c), 314.80(c),
314.98(b), and 600.80(c) provide mailing
addresses for the submission of
postmarketing safety reports. FDA is
proposing to remove these mailing
addresses from its regulations because
this information is provided in guidance
and it is easier to update guidances
when an address changes.

Under current § 310.305(c)(1)(i), each
report must be accompanied by a copy
of the labeling. We are proposing to
revise this section to require the
submission of the current content of
labeling in electronic format unless it is
already on file with FDA.

Currently, ICSRs for all adverse drug
experiences other than those reported as
15-day Alert or followup reports (i.e.,
reports of serious, expected or
nonserious adverse drug experiences)
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are submitted as a batch as part of the
postmarketing periodic safety report for
the period during which the events
occurred. Although the ICSRs may be
generated at any time during the
reporting period, they are retained by
the applicant during the reporting
period and submitted to FDA all at
once, along with the other (descriptive)
portions of the periodic report. FDA is
including language in proposed
§§314.80(c)(2)(B) and 600.80(c)(2)(B) to
give applicants the option of submitting
these ICSRs at any time during the
reporting period, rather than waiting to
submit them in a single batch with the
descriptive information. As with current
submission procedures, all ICSRs of
serious, expected or nonserious adverse
drug experiences occurring during the
reporting period would still be due to
the agency by the time the descriptive
information is submitted for that period,
but the proposed change would permit
them to be filed anytime during the
reporting period, rather than all at once
with the narrative portion of the
periodic report. We understand that
many applicants would prefer this
added flexibility of submitting the
ICSRs on an ongoing basis.

Current postmarketing safety
reporting regulations at §§310.305(e),
314.80(h), and 600.80(h) state that
persons subject to these requirements
should not include the names and
addresses of individual patients in
reports and, instead, should assign a
unique code number to each report,
preferably not more than eight
characters in length. Proposed
§§310.305(f), 314.80(i), and 600.80(i)
would remove the eight character limit
from the provision and add that the
preferred methodology for determining
the identification code would be set
forth in technical specifications
referenced in FDA guidance documents.
Specific details of this type are most
appropriate in the technical
specifications referenced in FDA
guidance documents, which can be
more easily revised as technological
requirements change. In addition, these
provisions require that the entity
submitting the report to FDA include in
the ICSR the name of the reporter from
whom the information was received. We
are proposing to add an exception so
that the name of the reporter need not
be disclosed in situations where the
reporter is also the patient.

Current §§310.305(c)(1),
314.80(c)(1)(i), and 600.80(c)(1)(i)
require that 15-day Alert reports be
submitted “‘as soon as possible but in no
case later than 15 calendar days of
initial receipt of the information” by the
person. We propose to revise this

language to state “‘as soon as possible,
but no later than 15 calendar days from
initial receipt of the information.” FDA
does not intend this proposed change to
have any substantive effect. It is being
made solely to simplify the regulatory
language and improve its readability.

G. Proposed Implementation Timeframe

FDA proposes that any final rule that
may issue based on the proposal become
effective 1 year after its date of
publication in the Federal Register.
FDA believes that 1 year is sufficient
because many companies are currently
submitting their postmarketing safety
reports electronically to the agency
using ICH standards and more than 1
year is not needed for companies that
would choose to set up this system for
their submissions. For companies that
choose to use the Web-based system, the
transition from paper submissions to
electronic submissions will be as simple
as filling out forms on the Internet and
would, therefore, not necessitate more
than 1 year to implement. (See section
II.D.1.c of this document for discussion.)

IV. Legal Authority

FDA'’s legal authority to amend its
regulations governing the submission of
postmarketing safety reports for human
drugs and biological products derives
from sections 201, 301, 501, 502, 503,
505, 505A, 506, 506A, 506B, 506C, 510,
701, 704, 705, 760, and 801 of the act
(21 U.S.C. 321, 331, 351, 352, 353, 355,
355a, 356, 356a, 356b, 356¢, 360, 371,
374, 375, 379aa, and 381); and the
Public Health Service Act (42 U.S.C.
241, 262, and 264).

V. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VI. Analysis of Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency

believes that this proposed rule is not a
significant regulatory action as defined
by the Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the average small
entity submits very few safety reports
and the agency’s proposed Web-based
method to submit reports electronically
would require little additional cost per
report, the agency does not believe that
this proposed rule would have a
significant economic impact on a
substantial number of small entities.
FDA requests comment on this issue.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $133
million, using the most current (2008)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this proposed rule to result in any 1-
year expenditure that would meet or
exceed this amount.

The major benefit of this proposed
rule would be to public health and the
agency in the form of quicker access to
postmarketing safety information and an
annual savings of about $2.4 million,
including a savings in the cost of paper.
Total one-time costs to industry would
be between $4.5 million to $5.6 million;
most of these costs would be for
changing standard operating procedures
(SOPs), setting up systems for
submissions, and acquiring an
electronic certificate. Industry would
also incur annual costs of between
$133,320 to $139,380 for Internet
upgrades and to maintain electronic
certificates.

The proposed rule would require the
submission of all postmarketing safety
reports, including periodic reports, to
FDA in an electronic format. It would
affect all persons required to submit
postmarketing safety reports under
§§310.305, 314.80, 314.98, 600.80, and
600.81. As currently proposed, this rule
would not change the content of the
postmarketing safety reports or the
frequency of the reporting requirements.
The proposal is part of the agency’s
initiative to adopt electronic
technologies to improve the quality of
our operations and increase our
efficiency.
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A regulation is necessary because the
majority of the benefits from increased
effectiveness of FDA use of adverse drug
experience reports will accrue to the
agency and to public health, while the
costs are borne by industry. Many of the
firms lack the private incentive to divert
resources to develop electronic
submission capabilities on their own. In
other words, for many firms the present
value of the cost savings from
eliminating paper reports is less than
the cost of switching to electronic
reports. Without this regulation, the
agency would need to maintain
adequate resources to convert paper
reports to electronic records until all
companies adopt the electronic
submission format, possibly years in the
future. Although some part of this
proposed rule would merely shift costs
of adopting the electronic format from
FDA to industry, the additional social
benefit arises from the increased speed
and effectiveness of FDA analyses and
action based on adverse drug experience
reports. The need for the regulation
stems from the benefits to the public
health from more rapid identification
and action on unanticipated adverse
drug experiences.

FDA currently accepts postmarketing
safety reports submitted electronically
using ICH standards (i.e., ICH M2
transmission standards and ICH E2BM
data elements) (see section I1.D.1.b of
this document). Both the EU and Japan
have mandated electronic submissions
for postmarketing safety reports using
these standards. The proposed rule
would make the FDA’s system
compatible with the systems used in
Japan and the EU. The proposed rule
may also increase the use of
international data and international
comparisons, which could contribute to
more rapid identification and action on
serious and unexpected adverse drug
experiences.

A. Benefits

The proposal would reduce FDA’s
current costs associated with processing
postmarketing safety reports that are
received via paper format. By receiving
these reports electronically, FDA would
be able to access the safety information
more quickly and also reduce data entry
errors that could occur during entry of
the information from the paper reports
into our electronic system. The major
benefits of this proposed rule would be
to the agency and public health in terms
of quicker access to postmarketing
safety information, which in turn would
lead to faster identification of safety
problems. The proposed rule would also
reduce the agency’s costs for converting
paper records in a variety of formats

into electronic form. Resources that are
now used to manually enter the reports
into FDA’s electronic database could be
redirected to monitoring drug safety or

other agency initiatives.

Currently, the agency receives more
than 445,000 postmarketing ICSRs per
year. In fiscal year 2006, approximately
60 percent of ICSRs (15-day Alert and
periodic) were submitted in paper form.
At this time, it takes from 3 to 14 days
before a submitted paper record of a 15-
day Alert report is available for analysis
in the AERS database. Periodic ICSRs
submitted on paper may not be entered
into AERS for up to 60 days. With a
standardized electronic format, records
would become available for analysis in
AERS as soon as they were processed by
FDA (within 2 days of receipt by the
agency).

The agency currently spends about
$5.4 million annually on conversion of
paper ICSRs to an electronic format,
which includes data entry and quality
control.3 The proposal would result in
reduced costs associated with
controlling and ensuring the quality of
the data. Assuming that the number of
reports remains fairly constant over
time, we estimate that we would save
about $2.4 million annually in
contracting costs by not having to
convert paper copies to an electronic
format.

The larger public health benefits—
more timely identification of drug safety
problems with the potential to reduce
subsequent adverse drug experiences—
cannot be realized fully until a
comprehensive surveillance system and
international harmonization of reporting
requirements are in place (e.g.,
implementation of the ICH standards
discussed in the Safety Reporting
Proposed Rule). Obtaining
postmarketing safety reports in an
electronic format is an important and
necessary step toward attaining the
larger public health benefits.

B. Costs

FDA estimates that there are
approximately 2,020 firms affected by
this rule. Table 1 lists the number of
firms affected by type of product
marketed. To comply with the proposed
rule, firms would incur both one-time
and annually recurring costs. One-time
costs include modifying SOPs,
developing electronic submission
capabilities, and training employees on
the new procedures. Annually recurring
costs would include the cost to maintain
an electronic certificate and high-speed
Internet access. There would be no

31 Cost to convert paper reports to electronic

format from FDA AERS data entry contract.

change in the actual time required to
research and prepare the report, nor
would there be any additional reporting
requirements as a result of this proposed
rule.

As discussed earlier in this preamble,
firms marketing nonprescription drug
products without an approved
application are now subject to safety
reporting requirements as a result of
Public Law 109-462 (see section II.A.1.d
of this document). Although this rule
does not propose to require use of an
electronic format for submission of
these reports, because we are
considering such a requirement for the
final rule, this analysis includes an
estimate of the incremental cost for
firms to comply with the submission of
these safety reports in an electronic
format. While the mandatory reporting
requirements are new, analyzing
product complaints, including reports of
drug induced adverse drug experiences,
is a requirement of the Current Good
Manufacturing Practice regulations (21
CFR 211.198).

1. One-time costs

a. Rewriting standard operating
procedures and training personnel.
Almost all companies would have to
make some changes to their SOPs to
reflect the requirements for electronic
submission versus mailing the reports to
the agency. Most companies that submit
postmarketing safety reports to FDA are
small and submit few safety reports to
the agency; we estimate that it would
require about 10 hours to change their
SOPs and to train the appropriate
employees. Companies with proprietary
computer systems used to generate and
store safety reports would require
considerably more time to modify their
SOPs and train the appropriate
personnel. We estimate that these firms
would require about 50 hours for this
task.

We estimate that about 1,520 firms
would require 10 hours and about 100
firms would require 50 hours to modify
SOPs and train the appropriate
personnel. (The firms primarily
marketing nonprescription drug
products without an approved
application are not included in this
estimate.) Assuming an average wage
rate including benefits of $68 per hour,
the total one-time incremental cost for
this proposed requirement would be
about $1.4 million [(1,520 x 10 hours x
$68) + (100 x 50 hours x $68)] (see table
1 of this document).32

32 Wage derived from 2007 Bureau of Labor
Statistics Occupation Employment Statistics
Survey, standard occupation code 11-3042, training
manager for pharmaceutical medicine and
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Firms producing primarily
nonprescription drug products without
an approved application will have to
establish SOPs for submitting ICSRs. We
estimate that it takes between 24 and 40
hours to write a new SOP and another
5 to 10 hours to train the appropriate
personnel, depending on the size of the
firm.33 Assuming an average wage cost
of $68 per hour, and the mid-point of
the range of hours the cost would be
about $1.1 million (40 hours x $68 x 400
firms).

b. Setting up system for submission.
ICSRs would be submitted through
FDA'’s electronic submission gateway
(ESG) using one of two methods: One at
a time using a Web-based form or by
direct transmission through an ICH
compatible system. Attachments to the
ICSRs, the descriptive information
portion of periodic reports and
distribution reports would be submitted
as PDF files through the ESG. We
assumed that because most firms are
small and submit few ICSRs, they would
use the Web-based form. To comply
using this submission method, firms
would need high speed Internet
connections and would have to
download and install up to two free
software programs, validate the
installation, and train the appropriate
personnel on the new procedures. Firms
that have dedicated IT staff would be
able to install and validate the
installation themselves. Smaller firms
would probably choose to hire an
outside contractor for the installation
and validation. We do not have data on
the amount of time required to install
and validate the installation of the
software or the percentage of firms that
might need to contract out the
installation. For this analysis, we
assumed it would take 8 to 16 hours to
install and validate the installation of
the Java Runtime Edition software and
the Java security policy files for the
company’s Internet browser.34 This
estimate also includes the time required
to notify FDA and run a test submission
through the FDA ESG and to train the
appropriate staff. Based on these
assumptions and using the $68 per hour
wage the cost for this requirement
would range from $1.0 million to $2.1
million (8 hours x $68 wage x 1,920

manufacturing—mean wage rate $48.73 + 40
percent for nonwage benefits and rounded to $68,
at www.bls.gov.

33 Eastern Research Group, “Economic Threshold
and Regulatory Flexibility Assessment of Proposed
Changes to the Current Good Manufacturing
Practice Regulations for Manufacturing, Processing,
Packing, or Holding Drugs,” submitted to the Office
of Planning and Evaluation, March 1995.

34 See http://www.fda.gov/esg/
default.htmitutorials and http://www.fda.gov/esg/
account.htm.

firms and 16 hours x $68 wage x 1,920
firms).

Firms that submit a large number of
reports each year may chose to use the
ICH compatible method. This method
allows for the submission of multiple
reports at faster transmission rates. We
do not know at what threshold of
reporting it becomes cost effective for a
firm to submit reports using this
method. Currently just over 40 firms
voluntarily submit ICSRs using this
method and they account for about one-
half of all 15-day Alert reports
submitted each year. We assume that
only firms that have existing
infrastructure to support the ICH
method of transmission would choose
this method to submit reports. At the
time of a final rule we estimate that
about 50 firms would be voluntarily
using this method of submission and
about 100 additional firms would
comply with the rule by adopting this
method of reporting for an estimated
cost of $0.3 million (50 hours x $68 x
150 firms).

c. Electronic certificate. All firms
would need an electronic certificate to
submit any document to the FDA ESG.
The electronic certificate identifies the
sender and serves as an electronic
signature. Firms that have not submitted
any electronic documents to the agency
would incur a one-time cost to acquire
the certificate and recurring costs to
keep the certificate active as a result of
this proposed rule. The certificates cost
about $20 and are good for 1 year. We
assume that the search and transactions
costs involved in the initial acquisition
of the certificate double the cost of the
certificate to $40 for the first year, half
of which would be set-up costs. We also
believe that should this rule become
final many firms will already have
electronic certificates because they are
required for electronic submission of
other regulatory documents, such as
product applications and supplements.
If 60 to 70 percent of the firms needed
to acquire an electronic certificate to
comply with the proposed requirement,
the cost would be between $48,480 and
$56,560 ($40 x 1,212 firms and $40 x
1,414 firms, respectively).

In addition to the costs we have
estimated, some firms affected by this
proposed rule may have to hire outside
expertise to install and validate the
software installation to comply with the
proposed requirements.

d. Creation of PDF files. Some
companies still maintain safety
information as paper records.
Companies that store their submissions
in paper format rather than
electronically may also incur costs to
acquire the ability to convert ICSR

attachments, the descriptive information
portion of periodic reports, and
distribution reports to an electronic
format that the agency can process,
review, and archive. Currently, this is
the PDF format. We assume all firms
would have the software and training
necessary to convert existing electronic
files to a PDF format.

We lack sufficient data to estimate
with any certainty the costs to convert
paper documents to electronic files that
can be transmitted through our ESG. We
do not know how many companies
maintain paper versus electronic
records. We also do not know how
many have optical scanning capabilities
that would allow them to convert the
paper records to electronic PDF files.

Because optical scanners are
relatively inexpensive and easy to use,
they are commonplace in businesses
today. We believe that all of the large
firms in the industry currently have
such equipment and would incur little
or no additional incremental costs for
this capability. Most large firms
currently store much of their
information electronically now, and
they should require no more than 30
minutes to convert ICSR attachments to
PDF files and proof them, which would
be offset by the time they currently use
for photocopying, collating, and mailing
files. For documents the applicant has
in paper format, the time required to
scan a document would also be offset by
no longer having to photocopy, collate,
and mail the submission to us.

Companies that maintain their records
in a paper format may have to purchase
an optical scanner and the appropriate
optical character recognition (OCR)
software to comply with this
requirement, or they could pay a service
provider, such as a copy center, to
transform the documents into an
electronic PDF file. A suitable scanner
with OCR software should not cost more
than $400. FDA assumes that initial
setup and training to use the equipment
should require no more than 4 hours. At
the wage plus benefits rate of $68 per
hour, the one-time cost for setup and
training would be about $272 (4 hours
x $68). If one-half of the companies
affected needed to purchase a scanner
and train employees to use it, the total
one-time costs would be $0.7 million
(($400 + $272) x 1,010) (see table 1 of
this document).

To have a service provider convert a
black and white paper document to a
PDF file would cost about $10 per page
for the first page and about $2 per page
thereafter. If an applicant wanted the
documents saved to a disk, it would cost
an additional $20 per transaction.
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Safety report submissions differ
greatly in the number of attachments
and number of pages submitted
depending on the nature of the adverse
drug experience and the drug involved.
We do not have an estimate of the
number of pages of attachments in an
average report. However, if an applicant
used a service provider to convert 20
pages of material and had it saved to a
disk, it would cost about $70 ($10 first
page + ($2 x 19 pages) + $20 to save to
disk).

The total one-time incremental costs
of this proposed rule would be between
$4.5 million and $5.6 million. About
$1.4 million to $1.7 million of this total
would be incurred by the firms that
primarily market nonprescription drug
products without an approved
application. (table 1 of this document).

2. Annual costs

The annual costs of this proposed rule
would include the costs of maintaining
electronic certificates and the increased
cost for some firms to obtain high-speed
Internet access.

a. Maintaining the electronic
certificate. Firms would have an annual
cost to renew the electronic certificate
that identifies the sender. In addition to
having to renew the certificate on a
regular basis, firms that seldom submit
reports would also have to ensure they
are capable of transmitting data to the
agency. To add these additional costs to
the cost of the certificate itself, we
assume that firms incur an additional
annually recurring cost equal to one-half
the price of the certificate ($10), for a
total annually recurring cost of $30.
Assuming that 60 to 70 percent of the
firms would not voluntarily submit any
required documents electronically
without a regulation, the annual cost to
maintain certificates would range from
$36,360 and $42,420 ($30 x 1,212 firms
or $30 x 1,414 firms).

b. High-Speed Internet access. Firms
will need high-speed Internet access to
use either of the submission methods. A
2004 study of small businesses
sponsored by the Small Business
Administration found that essentially
all small firms in the United States had
Internet access and about 50 percent
had high-speed Internet access.3> The
average cost of high-speed access was
about $40 per month more than dial-up
access. Because of the nature of the drug
industry and because the average cost of
Internet access has been going down
over time, we estimate that by the time
this proposed rule would be made final,

35Pociask, Steve, “A Survey of Small Businesses’
Telecommunications Use and Spending,” Small

about 90 percent of firms would have
high speed access. The average annual
recurring increase in cost for high speed
Internet access for the remaining 10
percent of firms would be $96,960 ($40
x 12 months x 202 firms).

Table 2 shows the annual costs of the
proposed rule. As with the one-time
costs, only firms not already making
electronic submission of any kind to the
agency when this proposed rule
becomes final would incur these costs.

C. Summary of Benefits and Costs

The principal benefit of this proposed
rule would be the public health benefits
associated with more rapid processing
and analysis of the almost 300,000
ICSRs currently submitted on paper. In
addition, requiring electronic
submission would reduce FDA annual
operating costs by $2.4 million.

The total one-time cost for modifying
SOPs and establishing electronic
submission capabilities is estimated to
range from $4.5 million to $5.6 million.
Annually recurring costs totaled
$133,320 to $139,380 and included
maintenance of electronic submission
capabilities, including renewing the
electronic certificate, and for some firms
the incremental cost to maintain high-
speed Internet access. The total
annualized cost of the proposed rule,
assuming a 7-percent discount rate over
10 years, would be from $0.8 million to
$0.9 million ($0.7 million to $0.8
million at a 3-percent discount rate). We
request comment on the accuracy and
completeness of the assumptions used
to estimate the costs of this proposed
rule, including our choice of a 10 year
time horizon.

D. Alternatives Considered

During the development of this
proposed rule, we considered a number
of alternative approaches. The first was
to allow persons to voluntarily submit
reports electronically. This option is
currently available and our experience
has shown that a number of companies
would resist changing their procedures
for a long time. As a result, we would
not attain the benefits of standardized
formats and quicker access to adverse
drug experience data with voluntary
electronic submissions.

Another alternative was to allow
small entities a longer period of time to
comply with the electronic submission
requirements. This alternative would
have allowed small entities to delay the
expense of compliance. This alternative
would delay our receiving the full

Business Administration Office of Advocacy

benefits of quicker access to these
reports. Compliance costs for small
entities are estimated to be low, less
than $2,260 in one-time costs (sum of
cost for equipment, training, and
changing SOPs), which should not
impose an economic hardship on the
small entities.

We also considered requiring
electronic submissions but not
specifying a format. This alternative
would reduce the costs to firms
associated with paper. Because
receiving reports in many different
formats would continue to require the
agency to convert the reports into a
standard format for analysis, this
alternative would delay the full public
health benefits of quicker FDA access to
these reports.

E. Small Business Impact

The Small Business Administration
defines an entity in the pharmaceutical
industry as small if it has fewer than
750 employees and a biologic entity as
small if it has fewer than 500
employees. Based on this definition
about 90 percent of the drug and
biologic entities are small. The impact
on each entity will vary depending on
their electronic submission capabilities
when the rule is made final. Much of
the incremental cost and all of the
recurring costs of this proposed rule are
for acquiring and maintaining electronic
submission capability ($1,236 to $1,780
in one-time costs and up to $510 in
annually recurring costs per small
entity). Only firms that have not made
any electronic submissions to the
agency when this rule becomes final
would incur those costs. The writing of
SOPs and employee training are the
only costs that are specific to this rule
(a one-time cost of about $680 per small
entity).

Because the estimated incremental
costs per entity are low, between $1,916
and $2,460 in one-time incremental
costs and up to $510 in annually
recurring costs, and the majority of
those costs would be incurred for any
electronic submission across the agency,
this proposed rule would probably not
have a significant economic impact on
a substantial number of small entities.
However, because we lack data to fully
characterize the small entities and the
average submittal, we do not certify that
there will be no significant impact at
this time. We request comment on the
tentative conclusion of no significant
impact.

contract number SBA-HQ-02-M-0493, March
2004.
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TABLE 1.—ONE-TIME COSTS BY FIRM TYPE?
Establishing Acquiring Total
Total e-submission capability e-certificate!
Type of Firm number of — PDF files .
firms Mgcgfglsng Low High Mle(t;rr'od Low High low high

Drug and biologic prod-

ucts subject to parts

310, 314, and 600 600 $680,000 $272,000 $544,000 $340,000 $7,200 $8,400 $201,600 | $1,500,800 | $1,774,000
Nonprescription drug

products marketed

without an approved

application 400 | 1,088,000 217,000 435,200 4,800 5,600 134,400 1,444,800 1,663,200
Medical Gas 1,020 693,300 554,880 | 1,109,760 12,240 14,280 342,720 1,603,440 2,160,360
Total 2,020 | $2,461,600 | $1,044,480 | $2,088,960 $340,000 $24,240 $28,280 $678,720 | $4,549,040 | $5,597,560
Annualized at 3% over 10

years $553,286 $656,205
Annualized at 7% over 10

years $647681 $796,967

1This refers to the $20 one-time cost involved in acquiring the certificate, the actual cost of the certificate is captured in the annual recurring costs (table 2 of this document).

TABLE 2.—ANNUAL RECURRING COSTS
Electronic Certificate Total
Type of Firm Internet access
Low High Low High

Drug and biologic products subject to

parts 310, 314, and 600 $10,800 $12,600 $28,800 $39,600 $41,400
Nonprescription drug products marketed

without an approved application 7,200 8,400 19,200 26,400 27,600
Medical Gas 18,360 21,420 48,960 67,320 70,380
Total $36,360 $42,420 $96,960 $133,320 $139,380

VII. Paperwork Reduction Act of 1995

This proposed rule contains
collections of information that are
subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 3520). “Collection of
information” includes any request or
requirement that persons obtain,
maintain, retain, or report information
to the agency, or disclose information to
a third party or to the public (44 U.S.C.
3502(3) and 5 CFR 1320.3(c)). The title,
description, and respondent description
of the information collection are shown
under this section with an estimate of
the annual reporting burden. Included
in the estimate is the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.

We invite comments on these topics:
(1) Whether the collection of
information is necessary for proper
performance of FDA’s functions,
including whether the information will
have practical utility; (2) the accuracy of
FDA'’s estimate of the burden of the
proposed collection of information,

including the validity of the
methodology and assumptions used; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Postmarketing Safety Reports for
Human Drug and Biological Products:
Electronic Submission Requirements.

Description: The proposed rule would
amend FDA’s postmarketing safety
reporting regulations for human drug
and biological products, under parts
310, 314 and 600, to require that
persons subject to mandatory reporting
requirements submit safety reports in an
electronic format that FDA can process,
review, and archive. Under §§ 310.305,
314.80, 314.98 and 600.80,
manufacturers, packers, and
distributors, and applicants with
approved NDAs, ANDAs and BLAs and
those that market prescription drugs for
human use without an approved
application must currently submit
postmarketing safety reports to the
agency. Under § 600.81, applicants with

approved BLAs must currently submit
biological lot distribution reports to the
agency. In this rule, FDA is proposing
to require that these postmarketing
reports be submitted to the agency in an
electronic format that FDA can process,
review and archive. We also propose to
add language to these sections which
states that FDA will periodically issue
guidance on how to provide the
electronic submissions (e.g., method of
transmission, media, file formats,
preparation and organization of files).
This rule does not change the content of
these postmarketing reports. It only
proposes to require that they be
submitted in an electronic form. Under
§§310.305(e)(2), 314.80(g)(2),
600.80(g)(2), and 600.81(b)(2), we are
also proposing to permit manufacturers,
packers, and distributors, and
applicants with approved NDAs,
ANDAs and BLAs and those that market
prescription drugs for human use
without an approved application to
request a waiver from the electronic
format requirement.

We currently have OMB approval for
submission of postmarketing safety
reports to FDA under parts 310, 314,
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and 600. The information collection for
part 310 and part 314 is approved under
OMB Control Numbers 0910-0291
(Form 3500A) and 0910-0230. The
information collection for part 600 is
approved under OMB Control Numbers
0910-0291 (Form 3500A) and 0910—
0308. We do not expect that the burdens
currently estimated, under parts 310,
314 and 600, for submission of
postmarketing safety reports to FDA for
human drugs and biological products
would change as a result of this
proposed rule. This is because: (1)
Current burden estimates associated
with these regulatory requirements have
taken into account voluntary
submission of these reports in an
electronic format and those applicants,
manufacturers, packers, and distributors
that already submit these reports in an
electronic format would have no new
reporting burdens, and (2) new burdens
for establishing the means for
submitting postmarketing safety reports
in electronic form to comply with this
proposed rule, including obtaining an
electronic certificate, revising SOPs, and
familiarity with the system, would be
negated by the savings in burden from
not having to print out the report and

mail it to FDA. These assumptions also
apply to applicants submitting
biological lot distribution reports under
proposed §600.81. We invite comment
on the number of respondents not
currently submitting safety reports in
electronic format who would need to
convert from paper submission. We also
invite comment on the reduction in
burden associated with not printing out
reports and mailing them to FDA and
whether this burden reduction is offset
by the cost associated with obtaining an
electronic certificate, revising SOPs, and
familiarizing firms with the system.

Manufacturers, packers, or
distributors whose name appears on the
label of nonprescription human drug
products marketed without an approved
application are now required to submit
reports of serious adverse events to FDA
(see section II.A.1.d of this document).
Even though we are not proposing to
require that these reports be submitted
to FDA in an electronic form at this
time, we are considering including such
a requirement in the final rule. OMB has
recently approved the burden associated
with these submissions under OMB
Control Number 0910-0636.

In table 3 of this document, we have
estimated the burdens associated with

submission of waivers, under proposed
§§310.305(e)(2), 314.80(g)(2),
600.80(g)(2), 600.81(b)(2) and 21 U.S.C.
379aa((b) and (c)). We expect very few
waiver requests (see section III.C of this
document). We estimate that
approximately one manufacturer would
request a waiver annually under
§§310.305(e)(2), 600.81(b)(2), and 21
U.S.C. 379aa((b) and (c)), and five
manufacturers would request a waiver
annually under §§ 314.80(g)(2) and
600.80(g)(2). We estimate that each
waiver request would take
approximately 1 hour to prepare and
submit to us.

Description of Respondents:
Manufacturers, packers, and
distributors, and applicants with
approved NDAs, ANDAs and BLAs and
those that market prescription drugs for
human use without an approved
application.

Burden Estimate: Table 3 of this
document provides an estimate of the
annual reporting burden for submitting
requests under the proposed waiver
requirement in this rule.

A. Reporting Cost

TABLE 3.—TOTAL ESTIMATED ANNUAL BURDEN FOR THIS PROPOSED RULE

Number of
: Number of Total Annual Hours per
21 CFR Sections Respondents R%sepsc;)r:)sn%serli’ter Responses Response Total Hours

Waivers
310.305(¢)(2) 1 ] ] 1 1
314.80(g)(2) 5 1 5 1 5
600.80(g)(2) 5 1 5 1 5
600.81(b)(2) ] ] ] 1 1
21 U.S.C. 379aa((b) and (c)) 1 1 1 1 1
Total Reporting Burden 13

Based on the average hourly wage as  reporting burden currently covered with not printing out reports and
calculated in section VI (Analysis of under existing OMB Control Numbers mailing them to FDA. Therefore, we
Impacts) of the proposed rule ($68), the ~ 0910-0291, 0910-0230, 0910—0308, and  believe that the burden estimates for
cost to respondents would be $884 (13 0910-0636. As explained previously, we these information collections will not
X $68). believe that any burden increases change.

Tables 4 through 7 of this document associated with electronic reporting are
provide an estimate of the annual offset by burden decreases associated

TABLE 4.—OMB CONTROL NUMBER 0910-0291
21 CFR Sections Number of Relguronnbseersolger Total Annual Hours per Total Hours
Respondents Repspondent Responses Response

Form 3500A (§§310.305, 314.80,

314.98, & 600.80) 600 765 459,102 1.1 505, 012




Federal Register/Vol. 74, No. 161/Friday, August 21, 2009 /Proposed Rules 42199
Based on the average hourly wage as  cost to respondents would be
calculated in section VI (Analysis of $34,340,816 (505,012 x $68).
Impacts) of the proposed rule ($68), the
TABLE 5.—OMB CONTROL NUMBER 0910-0230
21 CFR Sections Number of Relgggnnbs%rsolger Total Annual Hours per Total Hours
Respondents Respondent Responses Response
310.305(c)(5) 1 1 1 1 ]
314.80(c)(2) 642 17.88 11,478 60 688,680
Total 688,681
Based on the average hourly wage as  cost to respondents would be
calculated in section VI (Analysis of $46,830,308 (688,681 x $68).
Impacts) of the proposed rule ($68), the
TABLE 6.—OMB CONTROL NUMBER 0910-0308
21 CFR Sections Number of Reggomnbs%rsolier Total Annual Hours per Total Hours
Respondents Respondent Responses Response
600.80(c)(1) & 600.80(e) 88 270.85 23,835 1 23,835
600.80(c)(2) 88 248.55 21,872 28 612,416
600.81 88 2.03 179 1 179
Total 636,430
Based on the average hourly wage as  cost to respondents would be
calculated in section VI (Analysis of $43,277,240 (636,430 x $68).
Impacts) of the proposed rule ($68), the
TABLE 7.—OMB CONTROL NUMBER 0910-0636
21 CFR Sections Number of Reggomnbseersolger Total Annual Hours per Total Hours
Respondents Respondent Responses Response
Reports of serious adverse drug events
(21 U.S.C. 379aa((b) and (c)) 50 250 12.500 2 25,000
Total 25,000

Based on the average hourly wage as
calculated in section VI (Analysis of
Impacts) of the proposed rule ($68), the
cost to respondents would be
$1,700,000 (25,000 x $68).

B. Capital Costs

As explained in section VI (Analysis
of Impacts) of this document, total one-
time costs to industry under this rule
would be between $4.5 million to $5.6
million; most of these costs would be for
changing SOPs, setting up systems for
submissions, and acquiring an
electronic certificate. Industry would
also incur annual costs of between
$133,320 to $139,380 for Internet
upgrades and to maintain electronic
certificates.

The information collection provisions
of this proposed rule have been
submitted to OMB for review. Interested
persons are requested to fax comments
regarding information collection by (see
DATES section of this document), to the
Office of Information and Regulatory
Affairs, OMB. To ensure that comments
on the information collection are
received, OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:
202—-395-7285, or e-mailed to
oira_submission@omb.eop.gov. All
comments should reference the title of
this rule and include the FDA docket
number found in brackets in the
heading of this document.

VIII. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
has determined that the rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, the
agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.
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IX. Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this document.
Submit a single copy of electronic
comments or two paper copies of any
mailed comments, except that
individuals may submit one paper copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

List of Subjects

21 CFR Part 310

Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and recordkeeping
requirements.

21 CFR Part 314

Administrative practice and
procedure, Confidential business
information, Drugs, Reporting and
recordkeeping requirements.

21 CFR Part 600

Biologics, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, it is proposed that 21 CFR
parts 310, 314, and 600 be amended as
follows:

PART 310—NEW DRUGS

1. The authority citation for 21 CFR
part 310 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360b—360f, 360j, 361(a), 371, 374,
375, 379e; 42 U.S.C. 216, 241, 242(a), 262,
263b—263n.

2. Section 310.305 is amended by:

a. Removing the word “‘shall” each
time it appears and by adding in its
place the word “must”’;

b. Adding alphabetically in paragraph
(b) the definition of “Individual case
safety report (ICSR)”’;

c. Revising paragraph (c) introductory
text, paragraph (c)(1)(i), and the second
sentence of paragraph (c)(3)
introductory text; removing the last
sentence in paragraph (c)(2), and
removing and reserving paragraph (c)(4);

d. Revising paragraph (d); and

e. Redesignating paragraphs (e)
through (g) as paragraphs (f) through (h),
adding a new paragraph (e), revising
newly redesignated paragraph (f), and in
newly redesignated paragraph (g)(1)
remove ‘“‘(c)(4)” and add in its place
“(c)(3)” to read as follows:

§310.305 Records and reports concerning
adverse drug experiences on marketed
prescription drugs for human use without
approved new drug applications.

* * * * *

(b) * * *

Individual case safety report (ICSR). A
description of an adverse drug
experience related to an individual
patient or subject.

(c) Reporting requirements. Each
person identified in paragraph (c)(1)(i)
of this section must submit to FDA
adverse drug experience information as
described in this section. Except as
provided in paragraph (e)(2) of this
section, 15-day ‘““Alert reports” and
followup reports, including ICSRs and
any attachments, must be submitted to
the agency in electronic format as
described in paragraph (e)(1) of this
section.

(1) Postmarketing 15-day “Alert
reports”. (i) Any person whose name
appears on the label of a marketed
prescription drug product as its
manufacturer, packer, or distributor
must report to FDA each adverse drug
experience received or otherwise
obtained that is both serious and
unexpected as soon as possible, but no
later than 15 calendar days from initial
receipt of the information by the person
whose name appears on the label. Each
report must be accompanied by the
current content of labeling in electronic
format unless it is already on file at
FDA.

* * * * *

(3) * * *If a packer or distributor
elects to submit these adverse drug
experience reports to the manufacturer
rather than to FDA, it must submit, by
any appropriate means, each report to
the manufacturer within 5 calendar days
of its receipt by the packer or
distributor, and the manufacturer must
then comply with the requirements of
this section even if its name does not
appear on the label of the drug product.
* x %

(4) [Reserved]
* * * * *

(d) Information reported on ICSRs.
ICSRs include the following
information:

(1) Patient information.

(i) Patient identification code;

(ii) Patient age at the time of adverse
drug experience, or date of birth;

(iii) Patient gender; and

(iv) Patient weight.

(2) Adverse drug experience.

(i) Outcome attributed to adverse drug
experience;

(ii) Date of adverse drug experience;

(iii) Date of report;

(iv) Description of adverse drug
experience;

(v) Description of relevant tests,
including dates and laboratory data; and

(vi) Other relevant patient history,
including preexisting medical
conditions.

(3) Suspect medication(s).

(i) Name;

(ii) Dose, frequency, and route used;

(iii) Therapy dates;

(iv) Diagnosis for use (indication);

(v) State whether adverse drug
experience abated after drug use
stopped or dose reduced;

(vi) Lot number;

(vii) Expiration date;

(viii) State whether adverse drug
experience reappeared after
reintroduction of drug;

(ix) NDC number; and

(x) Concomitant medical products and
therapy dates.

(4) Initial reporter information.

(i) Name, address, and phone number;

(ii) Whether the initial reporter is a
health professional;

(iii) Occupation; and

(iv) Whether the initial reporter also
sent a copy of the report to FDA.

(5) Manufacturer, packer, or
distributor information.

(i) Manufacturer, packer, or
distributor name and contact office
address;

(ii) Telephone number;

(iii) Report source(s) (e.g., literature,
study);

(iv) Date received by manufacturer,
packer, or distributor;

(v) Basis for marketing if
nonapplication product;

(vi) Type of report being submitted
(e.g., 15-day, periodic, followup);

(vii) Adverse drug experience term(s);
and

(viii) Manufacturer report number.

(e) Electronic format for submissions.
(1) Each report required to be submitted
to FDA under this section, including the
ICSR and any attached documentation,
must be submitted in an electronic
format that FDA can process, review,
and archive. FDA will periodically issue
guidance on how to provide the
electronic submission (e.g., method of
transmission, media, file formats,
preparation and organization of files).

(2) Waivers. Each person identified in
paragraph (c)(1)(i) of this section may
request, in writing, a temporary waiver
of the requirements in paragraph (e)(1)
of this section. These waivers will be
granted on a limited basis for good
cause shown. If the agency grants the
waiver, the person must submit the
reports required under paragraph (c) of
this section on paper within the
required time periods in a form that
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FDA can process, review, and archive.
FDA will issue guidance on how to
provide the paper submission.
Procedures for how to request waivers
of this requirement will be set forth in
guidance.

(f) Patient privacy. Manufacturers,
packers, and distributors should not
include in reports under this section the
names and addresses of individual
patients; instead, the manufacturer,
packer, and distributor should assign a
unique code to each report. The
preferred methodology for determining
the identification code will be set forth
in guidance. The manufacturer, packer,
and distributor should include the name
of the reporter from whom the
information was received, unless the
reporter is the patient. The names of
patients, individual reporters, health
care professionals, hospitals, and
geographical identifiers in adverse drug
experience reports are not releasable to
the public under FDA’s public
information regulations in part 20 of
this chapter.

* * * * *

PART 314—APPLICATIONS FOR FDA
APPROVAL TO MARKET A NEW DRUG

3. The authority citation for 21 CFR
part 314 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 356, 356a, 356b, 356¢, 371, 374,
379e.

4. Section 314.80 is amended:

a. By removing the word ““shall” each
time it appears and by adding in its
place the word “must”;

b. In paragraph (a) by alphabetically
adding the definition for “Individual
case safety report (ICSR)”’;

c. In paragraph (c)(1)(i) by removing
the phrase “in no case later than 15
calendar days of”” and by adding in its
place the phrase “no later than 15
calendar days from”’;

d. By removing the last sentence of
paragraph (c)(1)(ii);

e. By removing paragraph (c)(1)(iv);

f. By revising paragraph (c)
introductory text, the first and third
sentences of paragraph (c)(1)(iii)
introductory text, and paragraph
(c)(2)(id);

g. By removing paragraph (d)(2) and
by redesignating paragraph (d)(1) as
paragraph (d) and revising the first
sentence of paragraph (d);

h. By removing paragraph (e)(
by redesignating paragraph (e)(1
paragraph (e);

i. By revising paragraph (f);

j. By redesignating paragraph (g)
through paragraph (k) as paragraph (h)
through paragraph (1); and revising
newly redesignated (i);

2) and
) as

k. By adding new paragraph (g) to
read as follows:

§314.80 Postmarketing reporting of
adverse drug experiences.

(a] * * %

Individual case safety report (ICSR). A
description of an adverse drug
experience related to an individual
patient or subject.

* * * * *

(c) Reporting requirements. The
applicant must submit to FDA adverse
drug experience information as
described in this section. Except as
provided in paragraph (g)(2) of this
section, these reports must be submitted
to the agency in electronic format as
described in paragraph (g)(1) of this

section.
* % %

(iii) Submission of reports. The
requirements of paragraphs (c)(1)(i) and
(c)(1)(ii) of this section, concerning the
submission of postmarketing 15-day
Alert reports, also apply to any person
other than the applicant whose name
appears on the label of an approved
drug product as a manufacturer, packer,
or distributor (nonapplicant). * * *Ifa
nonapplicant elects to submit adverse
drug experience reports to the applicant
rather than to FDA, the nonapplicant
must submit, by any appropriate means,
each report to the applicant within 5
calendar days of initial receipt of the
information by the nonapplicant, and
the applicant must then comply with
the requirements of this section. * * *

(2) EE

(ii) Each periodic report is required to
contain:

(A) Descriptive information. (1) A
narrative summary and analysis of the
information in the report;

(2) An analysis of the 15-day Alert
reports submitted during the reporting
interval (all 15-day Alert reports being
appropriately referenced by the
applicant’s patient identification code,
adverse reaction term(s), and date of
submission to FDA);

(3) A history of actions taken since the
last report because of adverse drug
experiences (for example, labeling
changes or studies initiated); and

(4) An index consisting of a line
listing of the applicant’s patient
identification code, and adverse
reaction term(s) for all ICSRs submitted
under paragraph (c)(2)(ii)(B) of this
section.

(B) ICSRs for serious, expected and
nonserious adverse drug experiences.
An ICSR for each adverse drug
experience not reported under
paragraph (c)(1)(i) of this section (all
serious, expected and nonserious

adverse drug experiences). All such
ICSRs must be submitted to FDA (either
individually or in one or more batches)
within the timeframe specified in
paragraph (c)(2)(i) of this section. ICSRs
must only be submitted to FDA once.

* * * * *

(d) Scientific literature. A 15-day
Alert report based on information in the
scientific literature must be
accompanied by a copy of the published
article. * * *

* * * * *

(f) Information reported on ICSRs.
ICSRs include the following
information:

(1) Patient information.

(i) Patient identification code;

(ii) Patient age at the time of adverse
drug experience, or date of birth;

(iii) Patient gender; and

(iv) Patient weight.

(2) Adverse drug experience.

(i) Outcome attributed to adverse drug
experience;

(ii) Date of adverse drug experience;

(iii) Date of report;

(iv) Description of adverse drug
experience;

(v) Description of relevant tests,
including dates and laboratory data; and

(vi) Other relevant patient history,
including preexisting medical
conditions.

(3) Suspect medication(s).

(i) Name;

(ii) Dose, frequency, and route used;

(iii) Therapy dates;

(iv) Diagnosis for use (indication);

(v) State whether adverse drug
experience abated after drug use
stopped or dose reduced;

(vi) Lot number;

(vii) Expiration date;

(viii) State whether adverse drug
experience reappeared after
reintroduction of drug;

(ix) NDC number; and

(x) Concomitant medical products and
therapy dates.

(4) Initial reporter information.

(i) Name, address, and phone number;

(ii) Whether the initial reporter is a
health professional;

(iii) Occupation; and

(iv) Whether the initial reporter also
sent a copy of the report to FDA.

(5) Applicant information.

(i) Applicant name and contact office
address;

(ii) Telephone number;

(iii) Report source(s) (e.g., literature,
study);

(iv) Date received by applicant;

(v) Application number and type;

(vi) Type of report being submitted
(e.g., 15-day, periodic, followup);

(vii) Adverse drug experience term(s);
and
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(viii) Manufacturer report number.

(g) Electronic format for submissions.
(1) Safety report submissions, including
ICSRs. Any attached documentation,
and the descriptive information in
periodic reports, must be in an
electronic format that FDA can process,
review, and archive. FDA will
periodically issue guidance on how to
provide the electronic submission (e.g.,
method of transmission, media, file
formats, preparation and organization of
files).

(2) Waivers. An applicant or
nonapplicant may request, in writing, a
temporary waiver of the requirements in
paragraph (g)(1) of this section. These
waivers will be granted on a limited
basis for good cause shown. If the
agency grants the waiver, the applicant
or nonapplicant must submit reports
required under this section on paper
within the required time periods in a
form that FDA can process, review, and
archive. FDA will issue guidance on
how to provide the paper submission.
Procedures for how to request waivers
of this requirement will be set forth in

guidance.
* * * * *

(i) Patient privacy. An applicant
should not include in reports under this
section the names and addresses of
individual patients; instead, the
applicant should assign a unique code
to each report. The preferred
methodology for determining the
identification code will be set forth in
guidance. The applicant should include
the name of the reporter from whom the
information was received, unless the
reporter is the patient. The names of
patients, health care professionals,
hospitals, and geographical identifiers
in adverse drug experience reports are
not releasable to the public under FDA’s
public information regulations in part
20 of this chapter.

* * * * *

5. Section 314.98 is revised to read as
follows:

§314.98 Postmarketing reports.

(a) Each applicant having an approved
abbreviated new drug application under
§ 314.94 that is effective must comply
with the requirements of § 314.80
regarding the reporting and
recordkeeping of adverse drug
experiences.

(b) Each applicant must make the
reports required under § 314.81 and
section 505(k) of the act for each of its
approved abbreviated applications.

PART 600—BIOLOGICAL PRODUCTS:
GENERAL

6. The authority citation for 21 CFR
part 600 continues in part to read as
follows:

Authority: 21 U.S.C. 321, 351, 352, 353,
355, 360, 360i, 371, 374; 42 U.S.C. 216, 262,
263, 263a, 264, 300aa—-25.

* * * * *

7. Section 600.80 is amended:

a. By removing the word “shall” each
time it appears and by adding in its
place the word “must”;

b. By removing the phrase “licensed
manufacturer” each time it appears and
by adding in its place the word
“applicant”;

c. In paragraph (a) by alphabetically
adding the definition for “Individual
case safety report (ICSR)”’;

d. In paragraph (c)(1)(i) by removing
the phrase “in no case later than 15
calendar days of” and by adding in its
place the phrase ‘“no later than 15
calendar days from”’;

e. In paragraph (c)(1)(ii) by removing
the last sentence;

f. By removing paragraph (c)(1)(iv);

g. By revising paragraph (c)
introductory text, the first and third
sentences of paragraph (c)(1)(iii)
introductory text, and paragraph
(c)(2)(i);

h. By removing paragraph (d)(2) and
by redesignating paragraph (d)(1) as
paragraph (d) and revising the first
sentence of paragraph (d);

i. By removing paragraph (e)(2) and by
redesignating paragraph (e)(1) as
paragraph (e);

j- By revising paragraph (f);

k. By redesignating paragraph (g)
through paragraph (1) as paragraph (h)
through paragraph (m) and by revising
newly redesignated paragraph (i); and

1. By adding new paragraph (g) to read
as follows:

§600.80 Postmarketing reporting of
adverse experiences.
a] EE

Individual case safety report (ICSR). A
description of an adverse experience
related to an individual patient or
subject.

* * * * *

(c) Reporting requirements. The
applicant must submit to FDA
postmarketing 15-day Alert reports and
periodic safety reports pertaining to its
biological product as described in this
section. These reports must be
submitted to the agency in electronic
format as described in paragraph (g)(1)
of this section, except as provided in
paragraph (g)(2) of this section.

(1) EE

(iii) Submission of reports. The
requirements of paragraphs (c)(1)(i) and

(c)(1)(ii) of this section, concerning the
submission of postmarketing 15-day
Alert reports, also apply to any person
whose name appears on the label of a
licensed biological product as a
manufacturer, packer, distributor,
shared manufacturer, joint
manufacturer, or any other participant
involved in divided manufacturing.

* * *Ifa person elects to submit
adverse experience reports to the
applicant rather than to FDA, the person
must submit, by any appropriate means,
each report to the applicant within 5
calendar days of initial receipt of the
information by the person, and the
applicant must then comply with the

requirements of this section. * * *
* * * * *
(2) * *x %

(ii) Each periodic report is required to
contain:

(A) Descriptive information. (1) A
narrative summary and analysis of the
information in the report;

(2) An analysis of the 15-day Alert
reports submitted during the reporting
interval (all 15-day Alert reports being
appropriately referenced by the
applicant’s patient identification code,
adverse reaction term(s), and date of
submission to FDA);

(3) A history of actions taken since the
last report because of adverse
experiences (for example, labeling
changes or studies initiated);

(4) An index consisting of a line
listing of the applicant’s patient
identification code, and adverse
reaction term(s) for all ICSRs submitted
under paragraph (c)(2)(ii)(B) of this
section; and

(B) ICSRs for serious, expected and
nonserious adverse experiences. An
ICSR for each adverse experience not
reported under paragraph (c)(1)(i) of this
section (all serious, expected and
nonserious adverse experiences). All
such ICSRs must be submitted to FDA
(either individually or in one or more
batches) within the timeframe specified
in paragraph (c)(2)(i) of this section.
ICSRs must only be submitted to FDA
once.

* * * * *

(d) Scientific literature. A 15-day
Alert report based on information in the
scientific literature must be
accompanied by a copy of the published

article. * * *
* * * * *

(f) Information to be reported on
ICSRs. ICSRs include the following
information:

(1) Patient information.

(i) Patient identification code;

(ii) Patient age at the time of adverse
experience, or date of birth;
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(iii) Patient gender; and

(iv) Patient weight.

(2) Adverse experience.

(i) Outcome attributed to adverse
experience;

(ii) Date of adverse experience;

(iii) Date of report;

(iv) Description of adverse experience;

(v) Description of relevant tests,
including dates and laboratory data; and

(vi) Other relevant patient history,
including preexisting medical
conditions.

(3) Suspect medical product(s).

(i) Name;

(ii) Dose, frequency, and route used;

(iii) Therapy dates;

(iv) Diagnosis for use (indication);

(v) State whether adverse experience
abated after product use stopped or dose
reduced;

(vi) Lot number;

(vii) Expiration date;

(viii) State whether adverse
experience reappeared after
reintroduction of the product;

(ix) NDC number, or other unique
identifier; and

(x) Concomitant medical products and
therapy dates.

(4) Initial reporter information.

(i) Name, address, and phone number;

(ii) Whether the initial reporter is a
health professional;

(iii) Occupation; and

(iv) Whether the initial reporter also
sent a copy of the report to FDA.

(5) Applicant information.

(i) Applicant name and contact office
address;

(ii) Telephone number;

(iii) Report source(s) (e.g., literature,
study);

(iv) Date received by applicant;

(v) Application number and type;

(vi) Type of report being submitted
(e.g., 15-day, periodic, followup);

(vii) Adverse experience term(s); and

(viii) Manufacturer report number.

(g) Electronic format for submissions.
(1) Safety report submissions, including
ICSRs and any attached documentation
and the descriptive information in
periodic reports, must be in an
electronic format that FDA can process,
review, and archive. FDA will
periodically issue guidance on how to
provide the electronic submission (e.g.,
method of transmission, media, file
formats, preparation and organization of
files).

(2) Waivers. Persons subject to the
requirements of paragraph (c) of this
section may request, in writing, a
temporary waiver of the requirements in
paragraph (g)(1) of this section. These
waivers will be granted on a limited
basis for good cause shown. If the
agency grants the waiver, the person

must submit reports required under this
section on paper within the required
time periods in a form that FDA can
process, review, and archive. FDA will
issue guidance on how to provide the
paper submission. Requests for waivers
must be submitted in accordance with
§600.90.

* * * * *

(i) Patient privacy. For nonvaccine
biological products, an applicant should
not include in reports under this section
the names and addresses of individual
patients; instead, the applicant should
assign a unique code to each report. The
preferred methodology for determining
the identification code will be set forth
in guidance. The applicant should
include the name of the reporter from
whom the information was received,
unless the reporter is the patient. The
names of patients, health care
professionals, hospitals, and
geographical identifiers in adverse
experience reports are not releasable to
the public under FDA’s public
information regulations in part 20 of
this chapter. For vaccine adverse
experience reports, these data will
become part of the CDC Privacy Act
System 09—-20-0136, “Epidemiologic
Studies and Surveillance of Disease
Problems.” Information identifying the
person who received the vaccine or that
person’s legal representative will not be
made available to the public, but may be
available to the vaccinee or legal

representative.
* * * * *

8. Section §600.81 is amended:

a. By removing the phrase “licensed
manufacturer”” each time it appears and
by adding in its place the word
“applicant”;

b. By designating the existing text as
paragraph (a) and by adding a new
heading for paragraph (a); and

c. By adding new paragraph (b) to
read as follows:

§600.81 Distribution reports.
(a) Reporting requirements.
(b)(1) Electronic format. Except as

provided for in paragraph (b)(2) of this

section, the distribution reports required
under paragraph (a) of this section must
be submitted to the agency in electronic
format in a form that FDA can process,
review, and archive. FDA will
periodically issue guidance on how to

provide the electronic submission (e.g.,

method of transmission, media, file

formats, preparation and organization of
files).

(2) Waivers. An applicant may
request, in writing, a temporary waiver
of the requirements in paragraph (b)(1)
of this section. These waivers will be

* * %

granted on a limited basis for good
cause shown. If the agency grants the
waiver, the applicant must submit
reports required under this section on
paper within the required time period in
a form that FDA can process, review,
and archive. FDA will issue guidance on
how to provide the paper submission.
Requests for waivers must be submitted
in accordance with §600.90.

§600.90 [Amended]
9. Section 600.90 is amended by
removing the phrase “licensed
manufacturer” each time it appears and
by adding in its place the word
“applicant”.
Dated: August 5, 2009.
Jeffrey Shuren,

Associate Commissioner for Policy and
Planning.

[FR Doc. E9-19682 Filed 8—20-09; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 803

[Docket No. FDA-2008-N-0393]

RIN 0910—-AF86

Medical Device Reporting: Electronic
Submission Requirements

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend its postmarket medical device
reporting regulation to require that
manufacturers, importers, and user
facilities submit mandatory reports of
individual medical device adverse
events, also known as medical device
reports (MDRs) to the agency in an
electronic format that FDA can process,
review, and archive. Mandatory
electronic reporting would improve the
agency’s process for collecting and
analyzing postmarket medical device
adverse event information. The
proposed regulatory changes would
provide the agency with a more efficient
data entry process that would allow for
timely access to medical device adverse
event information and identification of
emerging public health issues.
Elsewhere in this issue of the Federal
Register, FDA is also announcing a draft
guidance document that provides
recommendations on how to prepare
and submit electronic MDRs to FDA in
a manner that satisfies the requirements
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of this proposed regulation. The
proposal also includes modifications to
the regulations specifying the content of
required MDRs to better track
information already solicited on the
FDA Form 3500A.

DATES: November 19, 2009. Submit
comments on information collection
issues under the Paperwork Reduction
Act of 1995 (the PRA) by September 21,
2009, (see the “Paperwork Reduction
Act of 1995” section of this document).

ADDRESSES: You may submit comments,
identified by Docket No. FDA—-2008—N—
0393 and/or RIN number 0910-AF86, by
any of the following methods, except
that comments on information
collection issues under the Paperwork
Reduction Act of 1995 must be
submitted to the Office of Regulatory
Affairs, Office of Management and
Budget (OMB) (see the “Paperwork
Reduction Act of 1995” section of this
document).

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Written Submissions

Submit written submissions in the
following ways:

e FAX:301-827-6870.

e Mail/Hand delivery/Courier (for
paper, disk, or CD-ROM submissions):
Division of Dockets Management (HF A—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

To ensure more timely processing of
comments, FDA is no longer accepting
comments submitted to the agency by e-
mail. FDA encourages you to continue
to submit electronic comments by using
the Federal eRulemaking Portal, as
described previously, in the ADDRESSES
portion of this document under
Electronic Submissions.

Instructions: All submissions received
must include the agency name and
Docket No(s). and Regulatory
Information Number (RIN) (if a RIN
number has been assigned) for this
rulemaking. All comments received may
be posted without change to http://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments’” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
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1. Introduction

In this proposal, we provide
background information on the current
status of FDA’s medical device reporting
requirements, explain the revisions we
are proposing here, and describe our
approach to electronic medical device
reporting.

For over 20 years, FDA has received
postmarket MDRs in a paper format.
This proposed rule to require the
electronic submission to FDA of most
MDRs is an important step towards
improving the agency’s systems for
collecting and analyzing postmarket
MDRs. The proposed rule includes
reports of deaths, serious injuries, and
malfunctions that must be reported to
FDA in initial 5-day, 10-day, or 30-day
individual MDRs or in supplemental
reports. We believe this proposed rule
would have the following benefits:

e Reduce industry’s time and costs
associated with transcribing data from
internal data management systems to
paper and mailing the paper reports to
the agency,
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¢ Eliminate the agency’s transcription
errors, time, and costs associated with
receiving paper reports and transcribing
data to electronic format for review and
analysis,

e Expedite the agency’s access to
safety information in a format that
would support more efficient and
comprehensive data analysis and
reviews, and

e Enhance the agency’s ability to
rapidly communicate information about
suspected problems to the medical
device industry, health care providers,
consumers, and other government
agencies.

In addition, this proposed rule is
consistent with the Government
Paperwork Elimination Act (Public Law
105-277) requirement that Federal
agencies allow individuals or entities to
submit information or transact business
with the agency electronically.

A. What Are the Medical Device
Reporting Requirements?

The requirements of current medical
device reporting regulations are
summarized in sections [.A.1 to .A.3 of
this document. In addition, we address
changes to these regulations to be
effected outside of this proposed rule.

Current MDR regulations (part 803 (21
CFR part 803)) require manufacturers
and importers of marketed medical
devices, and user facilities, to submit
postmarket reports of individual
medical device adverse events to FDA
on the FDA Form 3500A.

1. What Are the Current Reporting
Requirements for Manufacturers and
What Is Their Status?

The current MDR regulation requires
that manufacturers of medical devices
submit a postmarket MDR of an
individual adverse event no later than
30 calendar days after becoming aware
of information that a device the
manufacturer markets may have caused
or contributed to a death, serious injury,
or malfunction (§ 803.50). This report
must be submitted on the FDA Form
3500A, (§803.20), and contain
information described in § 803.52.

In addition, the regulation requires
manufacturers to provide supplemental
information about such events, on an
FDA Form 3500A, within 30 calendar
days of obtaining information should
such information become available after
the initial MDR was filed with FDA
(§803.56). In instances where the
medical device adverse event resulted
in remedial action to prevent an
unreasonable risk of substantial harm to
the public health, or at the discretion of
the agency, the regulation requires the
manufacturer to submit an MDR to the

agency no later than 5 working days
after becoming aware of the information
(§803.53).

Title II, section 227, of the Food and
Drug Administration Amendments Act
of 2007 (FDAAA) (Public Law 110-85),
amended section 519 of the Federal
Food, Drug, and Cosmetic Act (the act)
to require that FDA establish criteria for
manufacturer reports of malfunctions
for most class I and certain class II
devices that include requiring those
reports to be in summary form and
made on a quarterly basis. The types of
events required to be reported are
unchanged. FDA intends to address
changes necessitated by this statutory
change separately from this proposed
rule, and will address requirements for
submission of those new summary
malfunction reports at that time.
However, some individual malfunction
reports will continue to be required
even after the FDAAA-related changes,
and as explained below, the rule
proposed here does address submission
of individual malfunction reports to the
agency.

2. What Are the Current Reporting
Requirements for Importers?

The MDR regulation requires that
importers of medical devices submit a
postmarket MDR to the agency and the
manufacturer no later than 30 calendar
days after becoming aware of
information that reasonably suggests
that one of the importer’s marketed
devices may have caused or contributed
to a death or serious injury (§ 803.40(a)).
Importers must submit reports to the
manufacturer no later than 30 calendar
days after becoming aware of
information that reasonably suggests
that one of the importer’s marketed
devices has malfunctioned and that this
device or a similar device marketed by
the importer would be likely to cause or
contribute to a death or serious injury if
the malfunction were to recur
(§ 803.40(b)). These reports must be
submitted on the FDA Form 3500A (see
§803.20) and contain the information
specified in § 803.42.

3. What Are the Current Reporting
Requirements for User Facilities?

The MDR regulation requires that user
facilities submit a postmarket MDR of
death to the agency and an MDR of
death or serious injury to the device
manufacturer within 10 working days of
becoming aware of information that
reasonably suggests that a device has or
may have caused or contributed to the
death or a serious injury of a patient of
the facility. (§ 803.30(a)). The regulation
requires that user facilities submit
postmarket reports of serious injury to

the agency within 10 working days if
the manufacturer of the device is
unknown or cannot be identified
(§803.30(a)(2)). These reports must be
submitted on the FDA Form 3500A (see
§803.20(a)), and include the
information described in § 803.32.

In addition, user facilities are required
to submit to the agency an annual
summary of the reports they sent to
manufacturers and the FDA, using FDA
Form 3419 (§ 803.33). The proposal to
require submission of reports to FDA in
an electronic format does not apply to
user facility annual reports made under
§ 803.33, although other changes to
§803.33 are proposed as explained in
section 1.B of this document.

B. What Format Is Currently Used for
Submitting Postmarket Medical Device
Reports?

Current regulations at § 803.20(a)
require that user facilities, importers,
and manufacturers use the FDA Form
3500A to submit mandatory reports
about FDA-regulated devices. This
requirement took effect July 31, 1996
(see 60 FR 63578, December 11, 1995;
61 FR 16043, April 11, 1996).

Certain blocks of the FDA Form
3500A are required only for user
facilities, while others are required only
for manufacturers (see § 803.20(a)(2)).

Subsequent to its initial adoption,
FDA revised the Form 3500A and its
instructions, adding elements including
the premarket approval application
(PMA) or 510(k) number for the device,
and two questions regarding
reprocessed single-use devices. The
agency was required to revise the form
to include the questions regarding
reprocessed single-use devices under
section 303 of the Medical Device User
Fee and Modernization Act of 2002
(Public Law 107—250). The revised FDA
Form 3500A is approved under the
PRA, under OMB control number 0910—
0291.

FDA Form 3500A has been routinely
completed on paper and transmitted to
FDA by mail, requiring FDA to
manually input information from those
reports into its internal electronic
systems before it can be reviewed and
analyzed. This process is extremely time
consuming, costly, and susceptible to
data entry errors. Because FDA
regulations at § 803.14 provide for the
possibility of voluntary electronic
submission of MDRs, with agency
permission, several regulations in part
803 refer to submission of reports using
the FDA Form 3500A “or an electronic
equivalent approved under section
803.14.” (See, e.g., §§ 803.30, 803.40,
and 803.53.) However, reporters have
not made use of section 803.14 to



42206

Federal Register/Vol. 74, No. 161/Friday, August 21, 2009 /Proposed Rules

pursue voluntary electronic submission
of MDRs, and FDA'’s legacy systems
were not in general designed to accept
submission of MDRs in electronic
format.

C. Why Is FDA Proposing to Require
Electronic Submission of MDRs?

When a medical device has been
cleared for marketing and enters the
market, the product is introduced to a
larger patient population in settings
different from clinical trials. New
information generated during the
postmarketing period offers further
insight into the benefits or risks of the
product, and evaluation of this
information is important for all products
to ensure their safe use. Historically,
FDA has received almost all postmarket
MDRs on paper through the mail. When
data elements are provided to FDA on
only paper, the information must be
entered by hand into an electronic
format for review and analysis. This
process is extremely time consuming,
costly, and susceptible to data entry
€ITOTS.

The electronic submission of medical
device reports would lead to more
efficient reviews, enhancing our ability
to rapidly disseminate significant
information to the medical device
industry, health care providers, and
consumers, in support of FDA’s public
health mission.

Electronic submissions would also
improve the speed and efficiency of
both industry and agency operations.
Electronic reporting can benefit industry
by reducing the costs associated with
collating, copying, storing, retrieving,
and mailing paper medical device
reports to the agency on FDA Form
3500A. In addition, the agency benefits
from the elimination of manual data
entry processes and reductions in
physical storage for paper copies of the
FDA Form 3500A. Based on low rates of
participation in prior pilot voluntary
electronic MDR submission programs,
FDA believes that without a regulation
requiring electronic submission of
MDRs a large number of medical device
firms and user facilities would resist
changing their procedures for a long
period of time. This delay would hinder
our achieving the benefits of
standardized formats and quicker access
to MDR data.

1. What Are the Options for Electronic
Reporting?

FDA'’s Center for Devices and
Radiological Health (CDRH) has
established its MDR databases currently
to support two options for electronic
submission of MDRs: One designed for
low volume reporting and one designed

for high volume reporting. Both options
make use of the FDA Electronic
Submission Gateway (FDA ESG), a
secure electronic portal described
further in this document, for
transmission of reports to FDA. In
accordance with 21 CFR 11.2(b), CDRH
is now accepting on a voluntary basis,
in lieu of paper, MDRs prepared and
transmitted in accordance with these
options. More information on electronic
submission of MDRs is available at
http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/
PostmarketRequirements/Reporting
AdverseEvents/ucm127932.htm.

For low-volume medical device
reporting (few or infrequent MDRs), the
current approach developed by the
agency uses the CDRH eSubmitter
(CeSub) software. The CeSub software
allows for the submission of one MDR
at a time. The software provides the
following tools:

e Save address and contact
information,

o Search for a Product Code,

e Search to locate a patient or Device
Problem Code,

e Search to find manufacturer
evaluation codes (method, result, and
conclusion),

o Attach documents when additional
information needs to be provided,

e Produce a “missing data report” to
help ensure that all required
information is supplied before
submission to FDA.

Once the MDR is completed, the file
is “packaged for submission.” The
package generates an electronic version
of the FDA Form 3500A, which can be
submitted to FDA using the FDA ESG.
The final CeSub-generated report can
also be saved or printed, for
recordkeeping or to provide reports to
manufacturers or other entities outside
of FDA. The CeSub software and
instructions for installation are free and
available at: http://www.fda.gov/
ForIndustry/FDAeSubmitter/
ucm107903.htm. We may sometimes
update or change our methodology,
approach or software to improve the
low-volume reporting experience.

Reporters with large volumes of MDRs
may prefer the second option, called the
Health Level 7 Individual Case Safety
Report (HL7 ICSR). The HL7 ICSR was
developed in conjunction with the HL7
standards organization to support the
exchange of electronic data. This option
allows for the extraction directly from
the reporter’s database of information to
populate an MDR, production of the
appropriate data output, and
transmission of the MDRs to the FDA
ESG. The HL7 ICSR supports the batch
submission of more than one individual

MBDR at a time. Reporters developing
applications using the HL7 ICSR
standard may also build functions for
saving or printing those reports.

The draft guidance document
announced elsewhere in this Federal
Register provides information on both
options for electronic submission of
MDRs.

2. What Is the FDA Electronic
Submission Gateway (ESG)?

The FDA ESG is the entry point for all
electronic submissions to the agency.
The FDA ESG is available 24 hours a
day, 7 days a week. Information on the
FDA ESG is available at http://
www.fda.gov/ForIlndustry/Electronic
SubmissionsGateway/default.htm. To
use the FDA ESG, reporters need to have
a digital certificate. A digital certificate
is an attachment to an electronic
message that allows the recipient to
authenticate the identity of the sender
via third party verification from an
independent certificate authority.
Digital certificates are used to identify
encryption and decryption codes
between message senders and
recipients. Information on digital
certificates can be found at http://
www.fda.gov/ForIndustry/Electronic
SubmissionsGateway/ucm113223.htm.

3. How Do I Know FDA Received My
Electronic Submission and It Was
Successfully Processed?

FDA'’s electronic submission
processing system sends the submitter
three different acknowledgments
(messages) for each submission.
Acknowledgment 1 comes from the ESG
and indicates your submission was
received. Acknowledgment 2 is sent by
the ESG and indicates the submission
reached CDRH. CDRH sends
Acknowledgment 3 and notifies you
whether your submission was
successfully loaded into CDRH’s
adverse event database or the
submission contained errors (specified
in the acknowledgment) during
validation and loading. If your
submission contained errors, the errors
need to be corrected and the corrected
reports resent.

II. Description of the Proposed Rule

A. How Would the Rule Address
Submission of Reports in Electronic
Format?

This rule would revise § 803.12 to
require that manufacturers, importers,
and user facilities submit postmarket
MDRs to the agency in an electronic
format that FDA can process, review,
and archive. Under the proposal, FDA
will periodically issue information on
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file formats, preparation and
organization of files, media, method of
transmission, and other relevant
technological specifications for
providing reports in an electronic
format that FDA can process, review,
and archive. Proposed new § 803.23
would direct reporters to the agency’s
Web site to find the most updated
relevant information. Reports between
manufacturers, importers, and user
facilities would not be subject to the
requirement of submission in electronic
format, and may be in any format the
recipient can read.

The rule would make conforming
changes throughout part 803 to reflect
the proposed requirement to submit
reports to FDA in electronic format.
These changes include removing
§803.11, which currently addresses
obtaining paper forms, and removing
§ 803.14, which currently provides for
voluntary electronic submission of
reports with FDA consent. The proposal
would amend § 803.19, which already
addresses exemptions or variances from
any of the requirements of part 803, to
specifically address exemption or
variance from the requirement to submit
reports to FDA in electronic format.
Other changes include removing
references to “electronic equivalent/[s]
approved under § 803.14” from
§§803.13, 803.30, 803.33, 803.40, and
803.53, and updating wording in
§803.20 and 803.56 to be more
consistent with the fact that reports will
not be submitted on paper (and thus, for
example, would no longer have a front
and back).

If this proposed rule becomes final,
manufacturers, importers, and user
facilities would be required to begin
submitting medical device reports to the
agency in electronic format no later than
1 year from the date of publication of a
final rule. After the effective date, the
agency would not accept MDRs
submitted on paper copies of the FDA
Form 3500A, or in electronic formats
other than those identified as ones that
FDA can process, review, and archive in
information provided in conjunction
with this rule, unless the agency had
granted an exemption or variance as
provided for in § 803.19.

1. How Would the Reporting
Requirements for Manufacturers Change
With Respect to Electronic Format?

The rule would amend §§ 803.50(a),
803.53, and 803.56 to require
submission of information required by
§§803.52, 803.53, and 803.56 in
electronic format in accordance with
§803.12(a).

2. How Would the Reporting
Requirements for Importers Change
With Respect to Electronic Format?

The proposed rule amends § 803.40(a)
to require submission to FDA of
information required by § 803.42 in
electronic format in accordance with
§803.12(a). The proposed electronic
format requirement does not extend to
importer reports submitted to device
manufacturers, which may be in any
format that the recipient can read.

3. How Would the Reporting
Requirements for User Facilities Change
With Respect to Electronic Format, and
How Would Annual Report
Requirements be Affected?

The proposed rule amends § 803.30(a)
to require submission to FDA of
information required by § 803.32 in
electronic format in accordance with
§803.12(a). The amendment does not
impose mandatory electronic format
requirements on user facility reports
submitted to device manufacturers,
which may be provided in any format
the recipient can read.

The proposed rule also makes certain
changes to § 803.33, addressing user
facility annual reports. Under the
proposed rule, user facilities will
continue to submit annual reports on
the paper FDA Form 3419. Because the
proposal to require submission of
individual adverse events reports in
electronic format calls for amendments
to § 803.12 and for removal of §§803.11
(indicating how to obtain paper forms)
and 803.14 (addressing voluntary
electronic submissions), FDA is
proposing to amend § 803.33 to specify
where to obtain the FDA Form 3419,
where to submit completed reports
under that section, and to remove
references to § 803.14.

4. How Would the Requirement to
Submit Reports in Electronic Format
Affect Recordkeeping Requirements?

Section 803.18 of the regulation
addresses requirements for establishing
and maintaining MDR files or records
for manufacturers, user facilities, and
importers. FDA is proposing to amend
§ 803.18(b)(ii) to require that MDR files
contain copies of all reports submitted
under part 803, whether paper or
electronic. As under the current
regulations, under the proposal,
regulated entities may choose to
maintain required records either in hard
copy, by printing out reports submitted
in electronic format, or in electronic
form. (For information regarding FDA’s
current thinking and enforcement policy
with regard to requirements for
maintaining electronic records, see 21

CFR part 11 and the agency guidance
document, “Guidance for Industry: Part
11, Electronic Records; Electronic
Signatures—Scope and Application,”
available at http://www.fda.gov/
downloads/Drugs/GuidanceCompliance
Regulatorylnformation/Guidances/
ucm072322.pdf5667fnl.pdf.). FDA is
also proposing to add § 803.18(b)(1)(iii)
to require the retention of all
acknowledgments FDA sends the
manufacturer, importer, or user facility
when reports are submitted in electronic
format, which will indicate the timing
and success of submission.

B. How Would I Submit MDRs in
Electronic Format?

As noted previously, if the proposed
rule is finalized, manufacturers,
importers, and user facilities will be
required to submit most MDRs to the
agency in an electronic format that FDA
can process, review, and archive. In
order to best accommodate
technological changes, FDA expects to
issue information on how to prepare
and submit MDRs to the agency in a
way that would satisfy the requirements
of this proposed rule. The most specific
and updated information about how to
create, format, and transmit reports,
using the CeSub software (designed for
low volume reporting) or the HL7 ICSR
(designed for high volume reporting), is
provided on the agency’s Web site, at
the address provided in proposed
§803.23. The agency will make every
effort to maintain backwards
compatibility when implementing
changes to the systems and formats for
electronic submission. When backwards
compatibility is not possible, the agency
will provide public notice with a
duration commensurate with the
complexity of the change.

C. How Can a Medical Device
Manufacturer, Importer, or User Facility
Obtain a Variance Regarding the
Requirement to Submit a Report in
Electronic Format?

Under proposed §803.19, a
manufacturer, importer, or user facility
may submit a written request to FDA
seeking a variance of the § 803.12
requirement to submit reports to the
agency in an electronic format that the
agency can process, review, and archive.
Written requests must contain the
reason(s) why the reporting entity
requires a variance and for how long the
variance is needed. FDA anticipates
receiving few variance requests because
of the availability of the Internet and the
commercial availability of digital
certificates as well as FDA’s free CeSub
Internet software. Under the proposal, if
FDA grants a variance, the
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manufacturer, importer, or user facility
would be required to submit MDRs as
specified by FDA in the letter
authorizing the variance.

D. What Other Changes Are Being
Proposed?

The proposed rule would also codify
the following modifications:

1. FDA proposes to remove the
definition of “Five-day report” in
§803.3, which merely referred to a
report submitted under § 803.53 (the
only provision of the regulation in
which the term appears), using the FDA
Form 3500A or ‘“‘an electronic
equivalent approved under § 803.14.”
Because this definition is not necessary,
FDA proposes to remove it.

2. FDA proposes to amend §§ 803.32,
803.42, and 803.52 to make minor
wording changes and corrections to
these sections to reflect modifications
already made to FDA Form 3500A and
its instructions, with OMB approval
under the PRA. For example, section
303 of the Medical Device User Fee and
Modernization Act of 2002 (Public Law
107-250) required FDA to modify the
forms to facilitate reporting of MDRs
involving single-use devices that have
been reprocessed for reuse (see 69 FR
7491, February 17, 2004). FDA is
proposing to amend §§ 803.32, 803.42,
and 803.52 to reflect the addition to the
FDA Form 3500A of these two questions
concerning whether the device is a
single use device that has been
reprocessed and reused on a patient and
the name and address of the
reprocessor.

FDA is also proposing to change
§§803.32(b)(4), 803.42(b)(4), and
803.52(b)(4) from “date of report by the
initial reporter” to “date of this report.”
This change would make part 803
consistent with the way that other FDA
Centers interpret FDA Form 3500A,
Block B4 and how Block B4 appears on
FDA Form 3500A. Finally, FDA is also
proposing to make other minor updates
to §§803.32(c), 803.42(c), and 803.52(c)
and (e) to reflect the changes already
made to the forms and instructions,
including a reference to the product
code and PMA/510(k) number.

E. When Would the Rule Become
Effective?

FDA proposes that any final rule that
issues based on this proposal become
effective 1 year after the date the final
rule publishes in the Federal Register.

III. What Is the Legal Authority for This
Rule?

FDA'’s legal authority to amend its
regulations governing the submission of
postmarket medical device adverse

event reports for medical devices
derives from 21 U.S.C. 352, 360, 360i,
360j, 371, and 374.

IV. Is There an Environmental Impact?

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

V. Analysis of Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). This proposed rule
has been determined to be a significant
regulatory action.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because we lack information on
the electronic submission capabilities of
all the firms potentially affected by this
proposed rule we have not proposed to
certify that the proposed rule would not
have a significant economic impact on
a substantial number of small entities.
We request commenters to submit such
information in their comments.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing ‘‘any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $133
million, using the most current (2008)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this proposed rule to result in any 1-
year expenditure that will meet or
exceed this amount.

The purpose of this proposed rule is
to require the submission of MDRs in an
electronic format the agency can
process, review, and archive. It would
affect all persons subject to medical

device reporting under part 803, which
includes medical device manufacturers,
device importers, and user facilities.

The proposed rule is part of a greater
agency initiative to adopt electronic
technologies to improve the quality of
our operations and increase the
efficiency of our resources. The rule
would reduce FDA'’s current costs
associated with processing medical
device reports (or MDRs) that are
received on the paper FDA Form 3500A.
By receiving MDRs electronically, FDA
would be able to access the adverse
event information more quickly and also
eliminate potential data entry errors that
could occur during input transcription
of the information from the paper FDA
Form 3500A reports into our electronic
medical device adverse event reporting
database.

After considering various alternatives,
FDA determined that without this
regulation, the agency will need to
maintain adequate resources to continue
to convert paper 3500A MDRs to
electronic MDR records until all
manufacturers, importers, and user
facilities voluntarily adopted the
proposed electronic submission format,
possibly years in the future.

A. Benefits

The major benefit of this proposed
rule would be to public health because
the agency would have quicker access to
the medical device adverse event
reports information and thus could
more quickly identify and act on any
medical device problems. Currently,
FDA receives 100,000 initial MDRs
annually on the paper FDA Form
3500A, which are manually entered into
the FDA database. FDA receives an
additional 110,000 supplemental reports
each year that are also submitted on the
paper FDA Form 3500A and need to be
processed and entered into the FDA
database. It can take from 3 days to more
than 6 months before an MDR submitted
on a paper copy of the FDA Form 3500A
may be available for analysis in the
Manufacturer and User Device
Experience database (MAUDE). With a
standardized electronic format, medical
device reports would become available
for analysis as soon as they are
processed into MAUDE. With a
reduction in the time to manually enter
the MDRs into the MAUDE database,
analysis and action, including feedback
to manufacturers and consumers, could
be taken sooner with a corresponding
benefit to public health.

The public health benefits would be
supplemented with operating cost
reductions within FDA. Assuming the
number of MDRs remains fairly constant
over time, electronic reporting would
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save the agency about $1.25 million
annually in data entry costs, which is
about one-half of our current data entry
contract.

B. Costs

There are about 18,000 medical
device manufacturers and importers
identified in FDA’s medical device
registration database and approximately
38,500 user facilities identified in the

2002 U.S. Economic Census that would
be affected by the proposed rule (for a
total of 56,500 manufacturers,
importers, and user facilities) (Census,
2002). Table 1 shows the estimated
numbers of firms and establishments in
the affected industries.

TABLE 1.—AFFECTED FIRMS AND ESTABLISHMENTS

North American (Ilqg\Llj(S)té); 8';;55”0""“0” System Description No. of Firms No. of Establishments
Various Devices 18,000 8,000
622 Hospitals 3,800 6,342
6231 Nursing care facilities 7,826 15,480
6214 Outpatient care centers 11,125 23,912
6215 Medical and diagnostic laboratories 5,736 9,844
6216 Home health care services 9,987 15,016
Total 56,474 88,594

The incremental cost of changing to
electronic submissions for each affected
entity would vary by the size, type, and
corporate structure of the firm, as well
as by its current electronic submission
capability. The total costs associated
with this proposed rule would include
one-time set-up costs and annual
operating costs.

1. One-Time Costs

One-time costs would be the sum of
the costs of:

¢ Rewriting standard operating
procedures (SOPs) and training the
appropriate personnel,

¢ Installing and validating either the
installation of CDRH’s CeSub Web
interface software or the programming
and configuration of a computer system
to transmit reports directly to the FDA
ESG using the HL7 ICSR, and

e Acquiring the electronic digital
certificate required by the FDA ESG.

a. Rewriting SOPs and training
personnel. All entities affected would
need to update their SOPs to include the
electronic submission requirement. For
medical device manufacturers,
importers, and hospitals, we estimate
that it would require about 10 hours to
make the modifications and train the
appropriate people on the new
procedures. For the other user facilities,
we assume that the corporate or regional
offices would have the major
responsibility for medical device
reporting and thus the SOPs for these
individual entities would require less
time to modify. For this analysis we
estimated that 55 percent of the other
user facilities would require about 10
hours to modify their SOPs and the

remaining 45 percent would require
about 2 hours.? The estimated one-time
incremental cost for updating SOPs,
assuming an average wage rate of $52
per hour,2 (Bureau of Labor Statistics
(BLS), 2006) is about $34.1 million
[((18,000 medical device manufacturers
and importers + 6,300 hospitals) x 10
hours) + ((0.45 x 2 hours + 0.55 x 10
hours) x 64,500 other user facilities) x
$52/hour].

b. Setting up systems for submission.
MDRs would be submitted through the
FDA ESG using one of two methods:
The CDRH CeSub software or the HL7
ICSR. Because most entities are small
and submit few if any MDRs annually,
we assume they would probably use the
CDRH CeSub software, which allows for
the submission of one MDR at a time. To
comply using this submission method,
manufacturers, importers, and user
facilities would need high-speed
Internet connections and would have to
download and install up to three free
software programs, validate the
installation, and train the appropriate
personnel on the new procedures.
Entities that have dedicated information
technology (IT) staff would be able to
install and validate the installation
themselves. Smaller manufacturers,
importers, and user entities would

1Percentages are based on the ratio of firms to
establishments from 2002 Census of Manufactures
data.

2$52 per hour wage is based on BLS
Occupational Employment and Wages, May 2006,
for Medical and Health Service Managers, Standard
Occupational Classification 11-19111. Forty
percent was added to the mean hourly wage of
$37.09 to account for benefits and the total was
rounded to the nearest whole number.

probably choose to hire an outside
contractor for the installation and its
validation.

We do not have data on the amount
of time required to install and validate
the installation of the software or the
percentage of entities that might need to
contract out the installation. For this
analysis, we assumed it would take an
entity 8 to 16 hours to install and
validate the installation of CDRH’s
CeSub software and install, if necessary,
Java Runtime Edition software and Java
security policy files for their Internet
browser. This estimate also includes the
time required to notify FDA, run a test
submission through the FDA ESG, and
to train the appropriate staff to use the
new program. We are also assuming that
almost all medical device
manufacturers, importers, and all user
facilities would use this method to
submit MDRs. Using an average wage of
$46.50 for computer and mathematical
occupations? (BLS 2006), we estimate
the cost to install and use the software
to be between $21.0 million and $41.7
million [(8 hours x $46.50 wage) X
(38,500 user facilities + 18,000
manufacturers and importers) to (16
hours x $46.50 wage) x (38,500 user
facilities + 18,000 manufacturers and
importers)].

Entities that submit a large number of
MDRs each year may choose to use the
HL7 ICSR method to submit the reports.

3BLS Occupation Employment and Wages, May
2006, by occupation, for all industries (http://
www.bls.gov). Wage ($46.50) includes mean hourly
wage of $33.22 for Standard Occupational
Classification 15-0000, computer and mathematics
occupations, all industries; we add 40 percent to
account for benefits.
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This method allows for the batch
submission of multiple MDRs at faster
transmission rates. We do not know at
what threshold of reporting it becomes
cost effective for an entity to submit
medical device reports using this
method. An analysis of FDA submission
data for a 6-year period indicated that
about 20 large medical device
manufacturers submit 500 or more
MDRs each year and about 85 submit
close to 100 medical device reports per
year. We assumed that the actual
number of entities using the HL7 ICSR
would fall somewhere within this range
(20 to 85). We also assumed that only
entities that have existing infrastructure
to support HL7 ICSR transmissions
would choose this method to submit
MDRs. We estimated that it would take
about 50 hours to set up their gateway
to be compatible with the agency’s
system. Using the wage $46.50, the one-
time cost for establishing HL7 ICSR
submission capabilities would range
between $50 thousand and $200
thousand [($46.50 x 50 hours) x 20

entities) and ($46.50 x 50 hours) x 85
entities)].

c. Electronic certificates. All entities
would need an electronic certificate to
submit any electronic regulatory
document to the FDA ESG. The
electronic certificate identifies the
sender and serves as an electronic
signature. Entities that have not
submitted any electronic documents to
the agency would incur a one-time cost
to acquire the certificate and recurring
costs to keep the certificate active as a
result of this proposed rule. The
certificates cost about $20 and are valid
for 1 year. We assume that the search
and transactions costs involved in the
initial acquisition of the certificate
doubles the cost of the certificate to a
total of $40 for the first year, half of
which would be setup costs. If all
entities needed to acquire electronic
certificates, the one-time search and
acquisition costs would be $1.1 million
($20 acquisition cost x 56,500 entities).

In addition to the costs we have
estimated, manufacturers, importers,

and user facilities affected by this
proposed rule may have to hire outside
expertise to install and validate the
software installation to comply with the
proposed requirements.

Table 2 summarizes the estimated
one-time costs by type of cost for this
proposed rule by cost and type of
manufacturers, importers, and user
entities. The estimate of the total one-
time costs for all manufacturers,
importers, and user facilities ranges
from $58.6 million to $79.7 million.
Much of the cost involves acquiring the
electronic certificate for the capability to
submit any regulatory document to the
FDA, including installation and
validation of the CeSub software or to
establish HL7 ICSR capabilities.
Therefore, manufacturers, importers,
and user facilities that are not already
making electronic submissions of any
kind to the agency if this proposed rule
becomes final would incur these total
costs.

TABLE 2.—SUMMARY OF ONE-TIME COSTS BY INDUSTRY ($ MILLION)

Install and validate CeSub Gateway to gateway Total
Modiying — Aoiing e |
low high low high low high
Medical Device 9.4 6.7 13.4 0.05 0.2 0.4 16.6 23.4
User Facility 26.9 14.3 28.6 0.8 42.0 56.3
Total 36.3 21.0 42.0 0.05 0.2 1.2 58.6 79.7
Annualized at 3 percent over 10 years 6.9 9.3
Annualized at 7 percent over 10 years 8.3 11.4

2. Annual Costs

The annual costs of this proposed rule
would include the costs of:

¢ Maintaining certificates and

e High-speed Internet access.

a. Maintaining electronic certificates.
Manufacturers, importers, and user
facilities would bear the cost to
maintain the electronic certificate that
identifies the sender. In addition to
having to renew the certificate on a
regular basis, those entities who have
not submitted MDRs would also have to
ensure they are capable of transmitting
electronic MDRs to FDA should such a
report submission be necessary. To add
these costs to the cost of the certificate
itself, we assume that entities would
incur an additional annually recurring
cost equal to one-half the price of the
certificate ($10), for a total annually
recurring cost of $30. If all
manufacturers, importers, and user

facilities need to acquire electronic
certificates, the annual cost would be
$1.7 million ($30 acquisition certificate
renewal and acquisition cost x 56,500
entities).

b. High-speed Internet access. Entities
would also need high-speed Internet
access to use either of the submission
methods. A 2004 study of small
businesses sponsored by the Small
Business Administration (SBA) found
that essentially all small firms had
Internet access and about 50 percent
had high-speed Internet access (Pociask,
2004). The average cost of high speed
access was about $40 per month more
than dial-up access. Because the average
cost of Internet access has been going
down over time, we estimate that by the
time this proposed rule would be made
final, about 75 percent of device and
user facilities would have high speed
access. The average annual recurring

increase in cost for high speed Internet
access for the remaining 25 percent of
the entities would be $6.8 million (($40
X 12 months) x (0.25 x (18,000
manufacturers and importers + 38,500
user facilities))).

Table 3 shows the annual costs of the
proposed rule. As with the one-time
costs, only entities not making
electronic regulatory document
submissions of any kind to the agency
if this proposed rule becomes final
would incur all these costs. There
would be no change in the actual time
required to research and prepare the
MDRs, nor would there be any
additional reporting requirements as a
result of this proposed rule.
Manufacturers, importers, and user
facilities that maintain paper FDA Form
3500A records for their internal MDR
files own use could still do so under the
proposed rule.
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TABLE 3.—SUMMARY OF ANNUAL COSTS BY INDUSTRY ($ MILLION)
Acquiring electronic | High-speed Internet
Industry certificate access Total
Medical Device 0.5 2.2
User Facility 1.2 4.6
Total 1.7 6.8 8.5

Cost savings: We estimate a modest
industry savings of about $3.2 million
annually because electronic submission
should reduce the time it takes to
submit documents. It should be noted
that the savings accumulate to firms
submitting MDRs; firms that submit
very few or no MDRs would not realize
any savings.

C. Summary of Benefits and Costs

The principal benefit of this proposed
rule would be the public health benefits
associated with more rapid processing
and analysis of the 100,000 initial
individual MDRs currently submitted to
FDA on a paper FDA Form 3500A. In
addition, requiring electronic
submission of MDRs is expected to
reduce FDA annual operating costs by
$1.25 million and generate industry
savings of about $3.2 million.

The total one-time cost for modifying
SOPs and establishing electronic
submission capabilities is estimated to
range from $58.6 million to $79.7
million. Annually recurring costs
totaled $8.5 million and include
maintenance of electronic submission
capabilities, including renewing the
electronic certificate, and for some
entities the incremental cost to maintain
high-speed Internet access. The total
annualized cost of the proposed rule,
assuming a 7-percent discount rate over
10 years, would be from $16.8 million
to $19.9 million ($15.4 million to $17.8
million at a 3-percent discount rate). We
request comment on the accuracy and
completeness of the assumptions used
to estimate the costs of this proposed
rule. For example, we invite comment
on our use of a 10-year time horizon and
whether a shorter or a longer horizon
would be more appropriate to express
the social costs of this proposed rule.

D. Alternatives Considered

During the development of this
proposed rule, we considered a number
of alternative approaches. The first was
to allow manufacturers, importers, and
user facilities to voluntarily submit
MDRs electronically. Because our
experience has shown that a number of
medical device firms and user facilities
would resist changing their procedures

for a long period of time, we would not
attain the benefits of standardized
formats and quicker access to medical
device adverse event data. The FDA, for
example, would have to maintain
contracts to handle the input of
information from both written and
electronic MDRs. A voluntary system,
therefore, would fail to achieve the goals
of this proposed rule.

Another alternative was to allow
small entities more time to comply with
the electronic submission requirements.
This alternative would allow small
entities to delay compliance. Under this
alternative, we would not receive the
full data-entry savings from requiring
electronic submissions or all the
benefits of quicker access to these
reports. Because so many device
companies are small entities, this
approach would significantly postpone
the benefits the rule is intended to
confer. Moreover, as shown in the
following section, the estimated
incremental costs per small entity from
the proposed rule are small, so the cost
reduction per small entity from delayed
compliance would also be small.

E. Regulatory Flexibility Analysis

The SBA defines a small medical
device manufacturer as having fewer
than 500 employees. Based on data from
U.S. Census, about 98 percent of device
firms affected by this proposed rule are
considered small entities, and have an
average value of shipments of about $9.0
million.# Businesses in the health care
industry are classified as small if their
revenues are below a certain level.
Hospitals are small if their total revenue
falls below $25 million and the other
user facilities are considered small if
their revenues are below $10 million.
U.S. Census data indicates that about 87
percent of the user facilities are

41U.S. Census Bureau, 2002 Economic Census,
Manufacturing Industry Series, Industry Statistics
by Employment Size for NAICS codes: 334510,
339112, 339113, 339114, and 339115
(www.census.gov).

5U.S. Census Bureau, 2002 Economic Census,
Release Date 11/22/2005, Sector 62: Health Care
and Social Assistance: Subject Series—
Establishment and Firm Size: Receipts/Revenue
Size the United States for NAICS 622, 6231, 6214,
6215, and 6216 accessed via American Fact Finder
(www.census.gov).

classified as small and have a weighted
average revenue of about $3.3 million.®
However, very few user facilities submit
MDRs in any given year. While this
proposed rule will now require those
reports submitted to the agency to be in
electronic format, the content of a report
is not being changed from that already
addressed on the current FDA Form
3500A. The average costs for these
manufacturers, importers, and user
facilities are listed in table 4. The
average total annualized cost per small
entity, assuming a 7-percent discount
rate over 10 years, would range from
$581 to $693; at a 3-percent discount
rate, average annualized costs would
range from $568 to $661. These costs
represent less than 0.1 percent of
revenues for medical device firms and
less than 0.1 percent of revenues for
user facilities.

We considered two possible
alternatives for regulatory relief for
small businesses. As described above,
one regulatory alternative would be
longer compliance times for small
entities. We would not receive the full
data-entry savings from requiring
electronic submissions or all the
benefits of quicker access to these
reports. Because so many device
companies are small entities, this
approach would significantly postpone
the benefits the rule is intended to
confer. Moreover, as shown above, the
estimated incremental costs per small
entity from the proposed rule are small,
so the cost reduction per small entity
from delayed compliance would also be
small.

In addition, we considered proposing
a waiver to the electronic submission
requirement for small firms that can
demonstrate an economic hardship.
Because the estimated incremental costs
per small entity from the proposed rule
are small, the cost reduction per small
entity from a waiver would also be
small.

We ask for comments on both of these
options for regulatory relief for small
entities.

While the estimated costs per affected
entity are low, FDA does not have
adequate information on the electronic
capabilities of all of the firms affected
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by this proposed rule and has made
many assumptions to derive these
estimate used in this analysis, therefore

we do not propose to certify that this
proposed rule would not have a
significant economic impact on a

substantial number of small entities.
FDA requests comment on this issue.

TABLE 4.—INCREMENTAL COMPLIANCE COSTS PER SMALL ENTITY

One-Time Total
Costs Annually Annualized
Recurring
low high low high
Rewriting SOPs 104 520
Software Installation and validation of installation 372 744
Acquiring Electronic Certificate 40
Maintaining submission capabilities 30
Upgrade Internet Access 480
7 percent discount rate 581 693
3 percent discount rate 568 661

VI. Paperwork Reduction Act of 1995

This proposed rule contains
information collection provisions that
are subject to review by OMB under the
PRA (44 U.S.C. 3501-3520). A
description of these provisions is given
in this document with an estimate of the
annual reporting and recordkeeping
burden. Included in the estimate is the
time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
each collection of information.

FDA invites comments on these
topics: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA'’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Medical Device Reporting

Description: In accordance with the
proposed Medical Device Reporting
regulation, medical device
manufacturers, importers, and user
facilities would be required to submit
MDRs to FDA, to maintain records, and
may also seek exemption or variance

from these requirements. FDA is also
proposing to amend §§ 803.32, 803.42,
and 803.52 to make minor wording
changes and corrections to these
sections to reflect modifications already
made to FDA Form 3500A and its
instructions. Manufacturers, importer,
and user facilities are currently
submitting paper MDR reports on FDA
Form 3500A. The existing information
collection for part 803 is approved
under OMB control number 0910-0437.
The changes to the burden associated
with this proposed rule are described
below and have been sent to OMB as a
revision to OMB control number 0910-
0437 for review under section 307(d) of
the PRA.

Section 519(a)(1) of the act (21 U.S.C.
360i(a)(1)) requires every manufacturer
or importer to report “whenever the
manufacturer or importer receives or
otherwise becomes aware of information
that reasonably suggests that one of its
marketed devices—

(A) may have caused or contributed to
a death or serious injury, or

(B) has malfunctioned and that such
device or a similar device marketed by
the manufacturer or importer would be
likely to cause or contribute to a death
or serious injury if the malfunction were
torecur * * *”

Section 519(b)(1)(A) of the act
requires ‘“whenever a device user
facility receives or otherwise becomes
aware of information that reasonably
suggests that a device has or may have
caused or contributed to the death of a
patient of the facility, the facility shall,

as soon as practicable but not later than
10 working days after becoming aware
of the information, report the
information to the Secretary and, if the
identity of the manufacturer is known,
to the manufacturer of the device.”

Section 519(b)(1)(B) of the act requires
“whenever a device user facility
receives or otherwise becomes aware of:
(i) information that reasonably suggests
that a device has or may have caused or
contributed to the serious illness of, or
serious injury to, a patient of the facility
* * * shall, as soon as practicable but
not later than 10 working days after
becoming aware of the information,
report the information to the
manufacturer of the device or to the
Secretary if the identity of the
manufacturer is not known.”

Complete, accurate, and timely
adverse event information is necessary
for the identification of emerging device
problems so the agency can protect the
public health under section 519 of the
act. FDA is requesting approval for the
information collection requirements
contained in part 803.

Description of Respondents:
Manufacturers and importers of medical
devices and device user facilities.
Device user facility means a hospital,
ambulatory surgical facility, nursing
home, outpatient diagnostic facility, or
outpatient treatment facility as defined
in § 803.3, which is not a physician’s
office (also defined in §803.3).

The total annual estimated burden
imposed by this collection of
information is 21,525 hours annually.
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TABLE 5.—ESTIMATED ANNUAL REPORTING BURDEN
21 CFR FDA No. of Annual Frequency Total Annual Hours per Total
Section Form No. Respondents Per Response Responses Response Hours
803.19 55 4 220 1 220
803.30 and 809.32 411 2 822 0.33 271
803.33 3419 411 1 411 1 411
803.40 and 803.42 44 20 880 0.33 290
803.50 and 803.52 1,304 58 75,632 0.11 8,248
803.56 1,200 48 57,600 0.10 5,760
Total 15,200
TABLE 6.—ESTIMATED ANNUAL RECORDKEEPING BURDEN
21 CFR No. of Frequency per Total Annual Hours per Total Hours
Section Respondents Recordkeeping Records Record
803.17 1,677 1 1,677 3.3 5,534
803.18 (a) to (d) 527 1 527 15 791
Total 2,204 2,204 6,325

The approved MDR reporting and
recordkeeping burden for paper
submissions is 138,271 hours. This
proposed rule reporting and
recordkeeping burden for electronic
submissions is 21,525 hours, a decrease
of 123,071 hours. Based on an average
wage rate of $46.50 per hour, the total
cost to respondents associated with
these reporting and recordkeeping
burdens is $1,000,913. An explanation

for the burden decrease is provided
below.

A. Reporting Requirements

The number of respondents for each
Code of Federal Regulations (CFR)
section in table 5 is based upon the
number of respondents entered into
FDA'’s internal databases. FDA estimates
that electronic submission will decrease
the burden associated with §§803.19,
803.30, 803.32, 803.40, 803.50, 803.52,
and 803.56. We believe electronic

submission will neither increase nor
decrease burden associated with
§803.33, which we estimate will take 1
hour. We believe §803.19 will take 1
hour, while §§803.30, 803.32, 803.40,
and 803.42 will take 20 minutes.
Sections 803.50 and 803.52 will take 7
minutes. Section 803.56 will take 6
minutes. The following table
summarizes our burden estimates and
how we believe they will change due to
electronic submission.

TABLE 7.—ESTIMATED REPORTING BURDEN PROGRAM CHANGE

21 CFR Section

Hours per response
under current paper

Hours per response

as result of electronic

Burden Change

submission process submission
803.19 3 1 Reduction (2 hours)
803.30 and 809.32 1 0.33 Reduction (.66 hours)
803.33 1 1 no change
803.40 and 803.42 1 0.33 Reduction (.66 hours)
803.50 and 803.52 1 0.11 Reduction (.89 hours)
803.56 1 0.10 Reduction (.90 hours)

As previously described, there are two
reporting options. The first one is CeSub
for low volume reporters and the second
one is HL7 ICSR for high volume
reporters. We are basing our hours per
response for both systems on FDA’s
experience using the two options.

B. Recordkeeping Requirements

The number of respondents for each
CFR section in table 6 is based upon the
number of respondents entered into
FDA'’s internal databases. The agency
believes that the majority of
manufacturers, user facilities, and

importers have already established
written procedures to document
complaints and information to meet the
MDR requirements as part of their
internal quality control system. The
following table summarizes our burden
estimates and how we believe they will
change due to electronic submission.
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TABLE 8.—ESTIMATED RECORDKEEPING BURDEN PROGRAM CHANGE
Hours per response Hours per response
21 CFR Section under current paper as result of electronic Burden Change
submission process submission
803.17 10 3.3 | Reduction (7.7 hours)
803.18 (a) to (d) 15 15 No change

C. Total Annual Cost Burden

As stated earlier, the cost to
respondents for these reporting and
recordkeeping requirements is
$1,000,913. In addition, the conversion
from paper to electronic submissions
will result in capital costs, both one-
time costs as well as annual costs, as
discussed earlier in this proposed rule
in the economic analysis. One-time
capital costs include the cost to modify
reporting systems, installing and
validating CeSub software, installing
gateway to gateway submission
capabilities, and acquiring e-certificates
and have been estimated to range from
a low of $58.6 million to a high of $79.7
million. Once the procedures have been
modified, there is an operating and
maintenance cost to renew the digital
certificate and maintain high-speed
internet access, which have been
estimated cost $8.5 million each year.
Burden estimates are based on reports
processed between July 1, 2005, and
June 30, 2006, with the existing medical
device adverse event reporting program.

In compliance with the PRA, the
agency has submitted the information
collection provisions of this proposed
rule to OMB for review. Interested
persons are requested to send comments
regarding information collection to
OMB (see the DATES and ADDRESSES
sections of this document).

VII. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
has determined that this rule does not
contain policies that have federalism
implications as defined in the order
and, consequently, a federalism
summary impact statement is not
required.

VIIIL Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this document.
Submit a single copy of electronic
comments or two paper copies of any
mailed comments, except that
individuals may submit one paper copy.
Comments are to be identified with the
docket number found in brackets in the

heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

IX. References

The following references have been
placed on display in the Division of
Dockets Management (see ADDRESSES)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday. (FDA has verified the
Web site addresses, but is not
responsible for any subsequent changes
to the Web site after this document
publishes in the Federal Register.)

1. U.S. Census Bureau, 2002 Economic
Census Industry Series: NAICS Code 62,
Health Care and Social Assistance (http://
www.census.gov). Total is the sum of firms in
NAICS 622, 6231, 6214, 6215, and 6216.

2. BLS Occupational Employment and
Wages May 2005 for Medical and Health
Service Managers, Standard Occupational
Classification, 11-19111.

3. Pociask, Steven, A Survey of Small
Businesses’ Telecommunications Use and
Spending, SBA Office of Advocacy contract
number SBA-HQ-02-M-0493, March 2004.

List of Subjects in 21 CFR Part 803

Imports, Medical devices, Reporting
and recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, FDA proposes to
amend part 803 to read as follows:

PART 803—MEDICAL DEVICE
REPORTING

1. The authority citation for 21 CFR
part 803 continues to read as follows:

Authority: 21 U.S.C. 352, 360, 360i, 360j,
371, 374.

§803.3 [Amended]
2. Amend § 803.3 by removing the
definition for “Five-day report”.

§803.11 [Removed]

3. Remove §803.11.
4. Revise §803.12 to read as follows:

§803.12 How do | submit reports and
supplements?

(a) Manufacturers, user facilities, and
importers must submit initial and
supplemental reports to FDA in an
electronic format that FDA can process,

review, and archive. FDA will provide
and update information on how to
provide the electronic submission (e.g.,
preparation and organization of files,
file formats, media and method of
transmission).

(b) If you are confronted with a public
health emergency, this can be brought to
FDA'’s attention by contacting the FDA
Office of Emergency Operations (HFA—
615), Office of Crisis Management,
Office of the Commissioner, at 301-443—
1240, followed by the submission of an
e-mail to
emergency.operations@fda.hhs.gov.
Note: This action does not satisfy your
obligation to report under part 803.

(c) You may submit a voluntary
telephone report to the MEDWATCH
office at 800—-FDA—-1088. You may also
obtain information regarding voluntary
reporting from the MEDWATCH office
at 800-FDA-1088. You may also find
the voluntary MEDWATCH 3500 form
and instructions to complete it at http://
www.fda.gov/Safety/MedWatch/
HowToReport/DownloadForms/
default.htm.

5. Revise §803.13 to read as follows:

§803.13 Do | need to submit reports in
English?

Yes. You must submit all reports
required by this part in English.

§803.14 [Removed]

6. Remove § 803.14.

7. Amend § 803.18 by revising
paragraph (b)(1)(ii) and adding
paragraph (b)(1)(iii) to read as follows:

§803.18 What are the requirements for
establishing and maintaining MDR files or
records that apply to me?

* * * * *

(b)(1) * * *

(ii) Copies of all reports submitted
under this part (whether paper or
electronic), and of all other information
related to the event that you submitted
to us or other entities such as an
importer, distributor, or manufacturer.

(iii) Copies of all electronic
acknowledgments FDA sends you in

response to your electronic submissions.
* * * * *

8. Amend § 803.19 by revising
paragraphs (b) and (e) to read as follows:
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§803.19 Are there exemptions, variances,
or alternative forms of adverse event
reporting requirements?

* * * * *

(b) If you are a manufacturer,
importer, or user facility, you may
request an exemption or variance from
any or all of the reporting requirements
in this part, including the requirements
of §803.12(a). You must submit the
request to us in writing at the following
address: MDR Exemption Requests,
Office of Surveillance and Biometrics
(HFZ-530), 1350 Piccard Dr., Rockville,
MBD 20850. Your request must include
information necessary to identify you
and the device; a complete statement of
the request for exemption, variance, or
alternative reporting; and an
explanation why your request is
justified. If you are requesting a variance
to the requirement to submit reports to
FDA in electronic format, under
§803.12(a), your request should indicate
for how long you would require this
variance.

* * * * *

(e) If we grant your request for a
reporting modification, you must submit
any reports or information required in
our approval of the modification. The
conditions of the approval will replace
and supersede the regular reporting
requirement specified in this part until
such time that we revoke or modify the
alternative reporting requirements in
accordance with paragraph (d) of this
section, or until the date specified in
our response granting your variance, at
which time, the provisions of this part
will again apply.

9.In §803.20, revise paragraph (a),
redesignate paragraphs (b) and (c) as
paragraphs (c) and (d), and add new
paragraph (b) to read as follows:

§803.20 How do | complete and submit an
individual adverse event report?

(a) If you are a health professional or
consumer, you may submit voluntary
reports to FDA regarding devices or
other FDA-regulated products using the
FDA Form 3500.

(b) A mandatory electronic
submission from a user facility,
importer, or manufacturer, must contain
the information from the applicable
blocks of FDA Form 3500A. All
electronic submissions must include
information about the patient, the event,
the device, and the “initial reporter.”
An electronic submission from a user
facility or importer must include the
information from block F. An electronic
submission from a manufacturer must
include the information from blocks G
and H. If you are a manufacturer and
you receive a report from a user facility
or importer, you must incorporate that

information in your electronic
submission and include any corrected

or missing information.
* * * * *

10. Add §803.23 to read as follows:

§803.23 Where can I find information on
how to prepare and submit an MDR in
electronic format?

(a) You may obtain information on
how to prepare and submit reports in an
electronic format that FDA can process,
review, and archive at http://
www.fda.gov/ForIndustry/FDA
eSubmitter/ucm107903.htm.

(b) We may sometimes update
information on how to prepare and
submit reports electronically. If we do
make modifications, we will ensure that
we alert reporters by updating the eMDR
Web page.

11. Amend § 803.30 by revising
paragraphs (a)(1) and (a)(2) to read as
follows:

§803.30 If I am a user facility, what
reporting requirements apply to me?

(El] * * %

(1) Reports of death. You must submit
a report to us as soon as practicable but
no more than 10 work days after the day
that you become aware of information,
from any source, that reasonably
suggests that a device has or may have
caused or contributed to the death of a
patient of your facility. You must also
submit the report to the device
manufacturer, if known. You must
submit the information required by
§803.32. Reports sent to the agency
must be submitted in accordance with
the requirements of § 803.12(a).

(2) Reports of serious injury. You
must submit a report to the
manufacturer of the device no later than
10 work days after the day that you
become aware of information, from any
source, that reasonably suggests that a
device has or may have caused or
contributed to a serious injury to a
patient of your facility. If the
manufacturer is not known, you must
submit the report to us. You must report
information required by § 803.32.
Reports sent to the agency must be
submitted in accordance with the
requirements of § 803.12(a).

* * * * *

12. Amend § 803.32 by revising
paragraphs (b)(4) and (c) to read as
follows:

§803.32 If | am a user facility, what

information must | submit in my individual
adverse event reports?

* * * * *
(b) E N
(4) Date of this report;
* * * * *

(c) Device information (Form 3500A,
Block D). You must submit the
following:

(1) Brand name;

(2) Product Code, if known, and
Common Device Name;

(3) Manufacturer name, city, and
state;

(4) Model number, catalog number,
serial number, lot number, or other
identifying number, and expiration date;

(5) Operator of the device (health
professional, lay user/ patient, other);

(6) Date of device implantation
(month, day, year), if applicable;

(7) Date of device explantation
(month, day, year), if applicable;

(8) Whether the device is a single-use
device that was reprocessed and reused
on a patient (Yes, No)?

(9) If the device is a single-use device
that was reprocessed and reused on a
patient (yes to paragraph (c)(8) of this
section), the name and address of the
reprocessor;

(10) Whether the device was available
for evaluation and whether the device
was returned to the manufacturer; if so,
the date it was returned to the
manufacturer; and

(11) Concomitant medical products
and therapy dates. (Do not report
products that were used to treat the

event.)
* * * * *

13. Revise §803.33 to read as follows:

§803.33 If | am a user facility, what must
| include when | submit an annual report?

(a) You must submit to us an annual
report on FDA Form 3419. You must
submit an annual report by January 1, of
each year. You may obtain this form
from any of the following:

(1) The Consolidated Forms and
Publications Office, Beltsville Service
Center, 6351 Ammendale Rd., Landover,
MD 20705;

(2) FDA, MEDWATCH (HF-2), 5600
Fishers Lane, Rockville, MD 20857,
301-827-7240;

(3) Division of Small Manufacturers,
International, and Consumer Assistance,
Office of Communication, Education,
and Radiation Programs, Center for
Devices and Radiological Health (CDRH)
(HFZ-220), 1350 Piccard Dr., Rockville,
MD 20850, by e-mail:
DSMICA@CDRH.FDA.GOV, or FAX:
301-443-8818; or

(4) On the Internet at http://
www.fda.gov/Safety/MedWatch/How
ToReport/DownloadForms/default.htm.

(b) You must clearly identify your
annual report as such. You must submit
your annual report to FDA, CDRH,
Medical Device Reporting, P.O. Box
3002, Rockville, MD 20847-3002. Your
annual report must include:
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(1) Your CMS provider number used
for medical device reports, or the
number assigned by us for reporting
purposes in accordance with § 803.3;

(2) Reporting year;

(3) Your name and complete address;

(4) Total number of reports attached
or summarized;

(5) Date of the annual report and
report numbers identifying the range of
medical device reports that you
submitted during the report period (e.g.,
1234567890—2007—0001 through 1000);

(6) Name, position title, and complete
address of the individual designated as
your contact person responsible for
reporting to us and whether that person
is a new contact for you; and

(7) Information for each reportable
event that occurred during the annual
reporting period including:

(i) Report number;

(ii) Name and address of the device
manufacturer;

(iii) Device brand name and common
name;

(iv) Product model, catalog, serial and
lot number;

(v) A brief description of the event
reported to the manufacturer and/or us;
and

(vi) Where the report was submitted,
i.e., to the manufacturer, importer, or us.

(c) In lieu of submitting the
information in paragraph (b)(7) of this
section, you may submit a copy of each
medical device report that you
submitted to the manufacturers and/or
to us during the reporting period.

(d) If you did not submit any medical
device reports to manufacturers or us
during the time period, you do not need
to submit an annual report.

14. Revise § 803.40 to read as follows:

§803.40 If | am an importer, what reporting
requirements apply to me?

(a) Reports of deaths or serious
injuries. You must submit a report to us,
and a copy of this report to the
manufacturer, as soon as practicable,
but no later than 30 calendar days after
the day that you receive or otherwise
become aware of information from any
source, including user facilities,
individuals, or medical or scientific
literature, whether published or
unpublished, that reasonably suggests
that one of your marketed devices may
have caused or contributed to a death or
serious injury. You must submit the
information required by § 803.42.
Reports must be submitted in
accordance with the requirements of
§803.12(a).

(b) Reports of malfunctions. You must
submit a report to the manufacturer as
soon as practicable but no later than 30
calendar days after the day that you

receive or otherwise become aware of
information from any source, including
user facilities, individuals, or through
your own research, testing, evaluation,
servicing, or maintenance of one of your
devices, that reasonably suggests that
one of your devices has malfunctioned
and that this device or a similar device
that you market would be likely to cause
or contribute to a death or serious injury
if the malfunction were to recur. You
must submit the information required
by §803.42.

15. Amend § 803.42 by revising
paragraphs (b)(4) and (c) to read as
follows:

§803.42 If | am an importer, what
information must | submit in my individual
adverse event reports?

* * * * *
(b) EE
(4) Date of this report;
* * * * *

(c) Device information (Form 3500A,
Block D). You must submit the
following:

(1) Brand name;

(2) Product Code, if known, and
Common Device Name;

(3) Manufacturer name, city, and
state;

(4) Model number, catalog number,
serial number, lot number, or other
identifying number, and expiration date;

(5) Operator of the device (health
professional, lay user/patient, other);

(6) Date of device implantation
(month, day, year), if applicable;

(7) Date of device explantation
(month, day, year), if applicable;

(8) Whether the device is a single-use
device that was reprocessed and reused
on a patient (Yes, No)?

(9) If the device is a single-use device
that was reprocessed and reused on a
patient (yes to paragraph (c)(8) of this
section), the name and address of the
reprocessor;

(10) Whether the device was available
for evaluation and whether the device
was returned to the manufacturer; if so,
the date it was returned to the
manufacturer; and

(11) Concomitant medical products
and therapy dates. (Do not report
products that were used to treat the
event.)

* * * * *

16. Amend § 803.50 by revising
paragraph (a) introductory text and
paragraph (b)(3) to read as follows:

§803.50 If | am a manufacturer, what
reporting requirements apply to me?

(a) If you are a manufacturer, you
must report to us the information
required by § 803.52 in accordance with
the requirements of § 803.12(a), no later

than 30 calendar days after the day that
you receive or otherwise become aware
of information, from any source, that
reasonably suggests that a device that

you market:
* * * * *

(b) * *x %

(3) You are also responsible for
conducting an investigation of each
event and evaluating the cause of the
event. If you cannot submit complete
information on a report, you must
provide a statement explaining why this
information was incomplete and the
steps you took to obtain the information.
If you later obtain any required
information that was not available at the
time you filed your initial report, you
must submit this information in a
supplemental report under § 803.56 in
accordance with the requirements of
§803.12(a).

17. Amend § 803.52 by revising
paragraphs (b)(4), (c), and (e) to read as
follows:

§803.52 If | am a manufacturer, what
information must | submit in my individual
adverse event reports?

* * * * *
(b) * *x %
(4) Date of this report;
* * * * *

(c) Device information (Form 3500A,
Block D). You must submit the
following:

(1) Brand name;

(2) Product code, if known, and
Common Device Name;

(3) Manufacturer name, city, and
state;

(4) Model number, catalog number,
serial number, lot number, or other
identifying number, and expiration date;

(5) Operator of the device (health
professional, lay user/patient, other);

(6) Date of device implantation
(month, day, year), if applicable;

(7) Date of device explantation
(month, day, year), if applicable;

(8) Whether the device is a single-use
device that was reprocessed and reused
on a patient (Yes, No)?

(9) If the device is a single-use device
that was reprocessed and reused on a
patient (yes to paragraph (c)(8) of this
section), the name and address of the
reprocessor;

(10) Whether the device was available
for evaluation and whether the device
was returned to the manufacturer; if so,
the date it was returned to the
manufacturer; and

(11) Concomitant medical products
and therapy dates. (Do not report
products that were used to treat the
event.)

* * * * *
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(e) Reporting information for all
manufacturers (Form 3500A, Block G).
You must submit the following:

(1) Your reporting office’s contact
name and address and device
manufacturing site;

(2) The contact’s telephone number;
(3) Your report sources;

(4) Date received by you (month, day,
year);

(5) PMA/510k Number and whether
or not the product is a combination
product;

(6) Type of report being submitted
(e.g., 5—day, initial, followup); and

(7) Your report number.

* * * * *

18. Revise the introductory text of
§803.53 to read as follows:

§803.53 If | am a manufacturer, in which
circumstances must | submit a 5-day
report?

You must submit a 5-day report to us
with the information required by
§803.52 in accordance with the
requirements of § 803.12(a) no later than
5 work days after the day that you
become aware that:

* * * * *

19. Amend § 803.56 by revising the
introductory text and paragraphs (a) and
(c) to read as follows:

§803.56 If | am a manufacturer, in what
circumstances must | submit a
supplemental or followup report and what
are the requirements for such reports?

If you are a manufacturer, when you
obtain information required under this
part that you did not provide because it
was not known or was not available
when you submitted the initial report,
you must submit the supplemental
information to us within 30 calendar
days of the day that you receive this
information. You must submit the
supplemental or followup report in
accordance with the requirements of
§803.12(a). On a supplemental or
followup report, you must:

(a) Indicate that the report being
submitted is a supplemental or followup
report;

* * * * *

(c) Include only the new, changed, or
corrected information.

Dated: August 11, 2009.
Jeffrey Shuren,

Associate Commissioner for Policy and
Planning.

[FR Doc. E9—19683 Filed 8—20-09; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Part 1308
[Docket No. DEA-331]

Schedules of Controlled Substances:
Placement of 5-Methoxy-N,N-
Dimethyltryptamine Into Schedule | of
the Controlled Substances Act

AGENCY: Drug Enforcement
Administration (DEA), Department of
Justice.

ACTION: Notice of Proposed Rulemaking.

SUMMARY: The Deputy Administrator of
the Drug Enforcement Administration
(DEA) is issuing this notice of proposed
rulemaking to place the substance 5-
methoxy-N,N-dimethyltryptamine (5-
MeO-DMT) and its salts into schedule I
of the Controlled Substances Act (CSA).
This proposed action is based on a
recommendation from the Acting
Assistant Secretary for Health of the
Department of Health and Human
Services (DHHS) and on an evaluation
of the relevant data by DEA. If finalized
as proposed, this action would impose
the criminal sanctions and regulatory
controls of schedule I substances under
the CSA on the manufacture,
distribution, dispensing, importation,
exportation, and possession of 5-MeO-
DMT.

DATES: Written comments must be
postmarked, and electronic comments
must be sent, on or before September 21,
2009. Commenters should be aware that
the electronic Federal Docket
Management System will not accept
comments after midnight Eastern time
on the last day of the comment period.

ADDRESSES: To ensure proper handling
of comments, please reference ‘“Docket
No. DEA-331" on all written and
electronic correspondence. Written
comments being sent via regular or
express mail should be sent to the Drug
Enforcement Administration, Attention:
DEA Federal Register Representative/
ODL, 8701 Morrissette Drive,
Springfield, VA 22152. Comments may
be sent to DEA by sending an electronic
message to
dea.diversion.policy@usdoj.gov.
Comments may also be sent
electronically through http://
www.regulations.gov using the
electronic comment form provided on
that site. An electronic copy of this
document is also available at the
http://www.regulations.gov Web site.
DEA will accept electronic comments
containing Microsoft Word,
WordPerfect, Adobe PDF, or Excel files

only. DEA will not accept any file
format other than those specifically
listed here.

Please note that DEA is requesting
that electronic comments be submitted
before midnight Eastern time on the day
the comment period closes because
http://www.regulations.gov terminates
the public’s ability to submit comments
at midnight Eastern time on the day the
comment period closes. Commenters in
time zones other than Eastern time may
want to consider this so that their
electronic comments are received. All
comments sent via regular or express
mail will be considered timely if
postmarked on the day the comment
period closes.

FOR FURTHER INFORMATION CONTACT:
Christine A. Sannerud, Ph.D., Chief,
Drug and Chemical Evaluation Section,
Office of Diversion Control, Drug
Enforcement Administration, 8701
Morrissette Drive, Springfield, Virginia
22152, Telephone: (202) 307—7183.
SUPPLEMENTARY INFORMATION:

Comments and Requests for Hearing

In accordance with the provisions of
the CSA (21 U.S.C. 811(a)), this action
is a formal rulemaking ‘““on the record
after opportunity for a hearing.” Such
proceedings are conducted pursuant to
the provisions of the Administrative
Procedure Act (5 U.S.C. 556 and 557).
All persons are invited to submit their
comments or objections with regard to
this proposal. Requests for a hearing
may be submitted by interested persons
and must conform to the requirements
of 21 CFR 1308.44 and 1316.47. The
request should state, with particularity,
the issues concerning which the person
desires to be heard and the requestor’s
interest in the proceeding. Only
interested persons, defined in the
regulations as those “adversely affected
or aggrieved by any rule or proposed
rule issuable pursuant to section 201 of
the Act (21 U.S.C. 811),” may request a
hearing.

21 CFR 1308.42. Please note that DEA
may grant a hearing only “for the
purpose of receiving factual evidence
and expert opinion regarding the issues
involved in the issuance, amendment or
repeal of a rule issuable” pursuant to 21
U.S.C. 811(a). All correspondence
regarding this matter should be
submitted to the DEA using the address
information provided above.

Posting of Public Comments

Please note that all comments
received are considered part of the
public record and made available for
public inspection online at http://
www.regulations.gov and in the Drug
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Enforcement Administration’s public
docket. Such information includes
personal identifying information (such
as your name, address, etc.) voluntarily
submitted by the commenter.

If you want to submit personal
identifying information (such as your
name, address, etc.) as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase “PERSONAL IDENTIFYING
INFORMATION” in the first paragraph
of your comment. You must also place
all the personal identifying information
you do not want posted online or made
available in the public docket in the first
paragraph of your comment and identify
what information you want redacted.

If you want to submit confidential
business information as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase “CONFIDENTIAL BUSINESS
INFORMATION” in the first paragraph
of your comment. You must also
prominently identify confidential
business information to be redacted
within the comment. If a comment has
so much confidential business
information that it cannot be effectively
redacted, all or part of that comment
may not be posted online or made
available in the public docket.

Personal identifying information and
confidential business information
identified and located as set forth above
will be redacted and the comment, in
redacted form, will be posted online and
placed in the Drug Enforcement
Administration’s public docket file.
Please note that the Freedom of
Information Act applies to all comments
received. If you wish to inspect the
agency’s public docket file in person by
appointment, please see the FOR
FURTHER INFORMATION CONTACT
paragraph.

Background

Explanation of 5-methoxy-N,N-
dimethyltryptamine

5-MeO-DMT is related to the schedule
I hallucinogen, N,N-dimethyltryptamine
(DMT), in its chemical structure and
pharmacological properties. 5-MeO-
DMT also shares pharmacological
similarities with several other schedule
I hallucinogens such as 2,5-dimethoxy-
4-methylamphetamine (DOM), lysergic
acid diethylamide (LSD) and mescaline.
In animal drug discrimination studies,
DOM, LSD, mescaline, DMT, and alpha-
methyltryptamine (AMT) fully
substitute for the discriminative
stimulus cue of 5-MeO-DMT. In in vitro
receptor binding studies, 5-MeO-DMT,

similar to DMT and other schedule I
hallucinogens, binds to central
serotonin 2 (5-HT>) receptors.

Studies show that the potencies of
hallucinogens in humans correlate with
their drug affinities for the 5-HT>
receptor and discriminative stimulus
potencies. Accordingly, 5-MeO-DMT
produces psychoactive effects in
humans following inhalation (~6—-20
mg), intravenous injection (~0.7-3.1
mg), sublingual (~10 mg), intranasal
insufflation (~10 mg) and oral (~30 mg)
(if encapsulated or taken with a
monoamine oxidase inhibitor) routes of
administration. Anecdotal reports from
humans who have used 5-MeO-DMT
describe hallucinogenic effects similar
to those produced by DMT. 5-MeO-
DMT, however, is reported to be 4 to 5-
fold more potent than DMT when
administered by inhalation, sublingual
or oral (if encapsulated) routes of
administration.

Control of 5-methoxy-N,N-
dimethyltryptamine

Evidence of the abuse of 5-MeO-DMT
was first reported in 1999 by federal law
enforcement personnel. According to
the System to Retrieve Information on
Drug Evidence (STRIDE), a federal
database for seized drug exhibits
analyzed by DEA laboratories, from
January 1999 to December 2008, law
enforcement seized 33 drug exhibits and
filed 23 cases pertaining to the
trafficking, distribution and abuse of 5-
MeO-DMT. The seized drug exhibits
comprised 89 grams of powder and 10
milliliters of liquid containing 5-MeO-
DMT. Since 2004, National Forensic
Laboratory Information System (NFLIS),
a database for drug cases analyzed by
federal, state and local forensic
laboratories, registered 23 state and
local cases involving 27 analyzed items
containing 5-MeO-DMT.

There is evidence of clandestine
laboratory operations to synthesize 5-
MeO-DMT. 5-MeO-DMT has been
encountered in powder, capsule, and
liquid forms. 5-MeO-DMT is typically
abused either by smoking or insufflating
the powder. Investigations by federal
law enforcement indicate that
individuals, especially youths and
young adults, are purchasing 5-MeO-
DMT from Internet-based chemical
suppliers. In addition, there are several
instances where 5-MeO-DMT was sold
as a counterfeit of MDMA.

The risks to the public health
associated with the abuse of 5-MeO-
DMT are similar to the risks associated
with those of schedule I hallucinogens.
5-MeO-DMT can pose serious health
risks to the user and general public
through its ability to induce

hallucinogenic effects and other sensory
distortions and impaired judgment. Self-
reports that are posted on Internet Web
sites describe the abuse of this
substance in combination with other
controlled drugs such as DMT, N,N-
diethyltryptamine (DET), LSD,
marijuana, ecstasy, or mushrooms
(contains psilocybin and psilocin). This
practice of drug abuse involving
combinations can pose additional health
risks to the users and the general public.
These data show that the continued
trafficking and abuse of 5-MeO-DMT
pose hazards to the public health and
safety. Indeed, there have been reports
of emergency room admissions and
death associated with the abuse of 5-
MeO-DMT.

There are no FDA-approved drug
products. 5-MeO-DMT has never been
approved by the FDA for marketing as
a human drug product in the United
States and there are no recognized
therapeutic uses of 5-MeO-DMT in the
United States.

References to the above studies and
data may be found in the Health and
Human Services scheduling
recommendation and DEA’s
independent analysis, both of which are
available on the electronic docket
associated with this rulemaking.

Placement of 5-MeO-DMT Into
Schedule I

In accordance with 21 U.S.C. 811(b) of
the CSA, DEA has gathered and
reviewed the available information
regarding the pharmacology, chemistry,
trafficking, actual abuse, pattern of
abuse, and the relative potential for
abuse of 5-MeO-DMT. On February 21,
2007, the Deputy Administrator of the
DEA submitted these data to the Acting
Assistant Secretary for Health,
Department of Health and Human
Services. In accordance with 21 U.S.C.
811(b), the Deputy Administrator also
requested a scientific and medical
evaluation and a scheduling
recommendation for 5-MeO-DMT from
the Acting Assistant Secretary for
Health. On December 18, 2008, the
Principal Deputy Assistant Secretary for
Health, Department of Health and
Human Services (DHHS), sent the
Deputy Administrator of the DEA a
scientific and medical evaluation and a
letter recommending that 5-MeO-DMT
and its salts be placed into schedule I
of the CSA. Enclosed with the letter was
a document prepared by FDA entitled,
“Basis for the Recommendation to
Control 5-Methoxy-Dimethyltryptamine
(5-MeO-DMT) in Schedule I of the
Controlled Substances Act.”” The
document contained a review of the
factors which the CSA requires the
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Secretary to consider (21 U.S.C. 811(b)).
The factors considered by the Assistant
Secretary of Health and DEA with
respect to 5-MeO-DMT were:

(1) Actual or relative potential for
abuse;

(2) Scientific evidence of its
pharmacological effects, if known;

(3) The state of current scientific
knowledge regarding the drug;

(4) History and current pattern of
abuse;

(5) The scope, duration, and
significance of abuse;

(6) What, if any, risk there is to the
public health;

(7) Psychic or physiological
dependence liability; and

(8) Whether the substance is an
immediate precursor of a substance
already controlled under the CSA.

Based on the recommendation of the
Assistant Secretary for Health, received
in accordance with section 201(b) of the
Act (21 U.S.C. 811(b)), and the
independent review of the available
data by DEA, the Deputy Administrator
finds that sufficient data exist to support
the placement of 5-MeO-DMT into
schedule I of the CSA pursuant to 21
U.S.C. 811(a). The specific findings
required pursuant to 21 U.S.C. 811 and
812 for 5-MeO-DMT to be placed into
schedule I are as follows:

(1) 5-MeO-DMT has a high potential
for abuse.

(2)5-MeO-DMT has no currently
accepted medical use in treatment in the
United States.

(3) There is a lack of accepted safety
for use of 5-MeO-DMT under medical
supervision.

Regulatory Requirements

If this rule is finalized as proposed, 5-
methoxy-N,N-dimethyltryptamine
would be subject to regulatory controls
and administrative, civil and criminal
sanctions applicable to the manufacture,
distribution, dispensing, importation
and exportation of a schedule I
controlled substance, including the
following:

Registration. Any person who
manufactures, distributes, dispenses,
imports or exports 5-methoxy-N,N-
dimethyltryptamine or who engages in
research or conducts instructional
activities with respect to 5-methoxy-
N,N-dimethyltryptamine, or who
proposes to engage in such activities,
would be required to submit an
application for schedule I registration in
accordance with part 1301 of Title 21 of
the Code of Federal Regulations.

Security. 5-methoxy-N,N-
dimethyltryptamine would be subject to
schedule I security requirements and
must be manufactured, distributed and

stored in accordance with §§1301.71;
1301.72(a), (c), and (d); 1301.73;
1301.74; 1301.75(a) and (c); and 1301.76
of Title 21 of the Code of Federal
Regulations.

Labeling and Packaging. All labels
and labeling for commercial containers
of 5-methoxy-N,N-dimethyltryptamine
which are distributed on or after the
effective date of a Final Rule finalizing
this regulation would be required to
comply with requirements of §§ 1302.03
through 1302.07 of Title 21 of the Code
of Federal Regulations.

Quotas. Quotas for 5-methoxy-N,N-
dimethyltryptamine would be
established pursuant to the
requirements of part 1303 of Title 21 of
the Code of Federal Regulations.

Inventory. Every registrant required to
keep records and who possesses any
quantity of 5-methoxy-N,N-
dimethyltryptamine upon the effective
date of any Final Rule finalizing these
regulations would be required to keep
an inventory of all stocks of the
substance on hand pursuant to
§§1304.03, 1304.04 and 1304.11 of Title
21 of the Code of Federal Regulations.
Every registrant who desires registration
in schedule I to handle 5-methoxy-N,N-
dimethyltryptamine would be required
to conduct an inventory of all stocks of
the substance.

Records. All registrants who handle 5-
methoxy-N,N-dimethyltryptamine
would be required to keep records
pursuant to §§1304.03, 1304.04
1304.21, 1304.22, and 1304.23 of Title
21 of the Code of Federal Regulations.

Reports. All registrants required to
submit reports in accordance with
§1304.33 of Title 21 of the Code of
Federal Regulations would be required
to do so regarding 5-methoxy-N,N-
dimethyltryptamine.

Order Forms. All registrants involved
in the distribution of 5-methoxy-N,N-
dimethyltryptamine would be required
to comply with the order form
requirements of part 1305 of Title 21 of
the Code of Federal Regulations.

Importation and Exportation. All
importation and exportation of 5-
methoxy-N,N-dimethyltryptamine
would be required to be in compliance
with part 1312 of Title 21 of the Code
of Federal Regulations.

Criminal Liability. Any activity with
5-methoxy-N,N-dimethyltryptamine not
authorized by, or in violation of, the
Controlled Substances Act or the
Controlled Substances Import and
Export Act occurring on or after the
effective date of any Final Rule
finalizing these regulations would be
unlawful.

Regulatory Certifications
Executive Order 12866

In accordance with the provisions of
the CSA (21 U.S.C. 811(a)), this action
is a formal rulemaking ““on the record
after opportunity for a hearing.” Such
proceedings are conducted pursuant to
the provisions of 5 U.S.C. 556 and 557
and, as such, are exempt from review by
the Office of Management and Budget
pursuant to Executive Order 12866,
section 3(d)(1).

Regulatory Flexibility Act

The Deputy Administrator, in
accordance with the Regulatory
Flexibility Act (5 U.S.C. 601-612), has
reviewed this proposed rule and by
approving it certifies that it will not
have a significant economic impact on
a substantial number of small entities.
This proposed rule, if finalized, would
place 5-methoxy-N,N-
dimethyltryptamine into schedule I of
the Controlled Substances Act.

Executive Order 12988

This regulation meets the applicable
standards set forth in Sections 3(a) and
3(b)(2) of Executive Order 12988 Civil
Justice Reform.

Executive Order 13132

This rulemaking does not preempt or
modify any provision of State law; nor
does it impose enforcement
responsibilities on any State; nor does it
diminish the power of any State to
enforce its own laws. Accordingly, this
rulemaking does not have federalism
implications warranting the application
of Executive Order 13132.

Unfunded Mandates Reform Act of 1995

This rule will not result in the
expenditure by State, local and tribal
governments, in the aggregate, or by the
private sector, of $120,000,000 or more
(adjusted for inflation) in any one year,
and will not significantly or uniquely
affect small governments. Therefore, no
actions were deemed necessary under
provisions of the Unfunded Mandates
Reform Act of 1995.

Congressional Review Act

This rule is not a major rule as
defined by § 804 of the Small Business
Regulatory Enforcement Fairness Act of
1996 (Congressional Review Act). This
rule will not result in an annual effect
on the economy of $100,000,000 or
more; a major increase in costs or prices:
or significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
companies to compete with foreign
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based companies in domestic and
export markets.

List of Subjects in 21 CFR Part 1308

Administrative practice and
procedure, Drug traffic control,
Narcotics, Prescription drugs.

Under the authority vested in the
Attorney General by section 201(a) of
the CSA (21 U.S.C. 811(a)), and
delegated to the Administrator of DEA
by Department of Justice regulations (28
CFR 0.100), and redelegated to the
Deputy Administrator pursuant to 28
CFR 0.104, the Deputy Administrator
hereby proposes that 21 CFR part 1308
be amended as follows:

PART 1308—SCHEDULES OF
CONTROLLED SUBSTANCES

1. The authority citation for part 1308
continues to read as follows:

Authority: 21 U.S.C. 811, 812, 871(b)
unless otherwise noted.

2. Section 1308.11 is amended by:

A. Redesignating existing paragraphs
(d)(15) through (d)(34) as paragraphs
(d)(16) through (d)(35).

B. Adding a new paragraph (d)(15).

§1308.11 Schedule I.
* * * * *
(d) * % %

(15) 5-methoxy-N,N-
dimethyltryptamine, its isomers, salts
and salts of isomers—7431.

Some trade or other names: 5-
methoxy-3-[2-
(dimethylamino)ethyllindole; 5-MeO-
DMT.

* * * * *

Dated: August 12, 2009.
Michele M. Leonhart,
Deputy Administrator.
[FR Doc. E9-20204 Filed 8—20-09; 8:45 am]
BILLING CODE 4410-09-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2009-0720]
RIN 1625-AA00

Safety Zone; Ocean City Beachfront
Air Show, Ocean City, NJ

AGENCY: Coast Guard, DHS.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard proposes to
establish a temporary safety zone for the
Ocean City Beachfront Air Show, an

aerial demonstration to be held over the
waters of the Atlantic Ocean adjacent to
Ocean City, New Jersey. This Safety
Zone is necessary to provide for the
safety of life on navigable waters during
the event. This proposed action would
temporarily restrict vessel traffic in
portions of the Atlantic Ocean adjacent
to Ocean City, New Jersey during the
aerial demonstration.

DATES: Comments and related material
must be received by the Coast Guard on
or before September 21, 2009 Requests
for public meetings must be received by
the Coast Guard on or before August 28,
2009.

ADDRESSES: You may submit comments
identified by docket number USCG—
2009-0720 using any one of the
following methods:

(1) Federal eRulemaking Portal:
http://www.regulations.gov.

(2) Fax: 202—493-2251.

(3) Mail: Docket Management Facility
(M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590—
0001.

(4) Hand delivery: Same as mail
address above, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays. The telephone number
is 202—-366—9329.

To avoid duplication, please use only
one of these four methods. See the
“Public Participation and Request for
Comments” portion of the
SUPPLEMENTARY INFORMATION section
below for instructions on submitting
comments.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this proposed
rule, call or e-mail Lieutenant Rebecca
Walthour, Chief of Waterways
Management Branch, Coast Guard
Sector Delaware Bay, at 215-271-4889,
e-mail Rebecca.A.Walthour@uscg.mil. If
you have questions on viewing or
submitting material to the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202—366—
9826.

SUPPLEMENTARY INFORMATION:

Public Participation and Request for
Comments

We encourage you to participate in
this rulemaking by submitting
comments and related materials. All
comments received will be posted
without change to http://
www.regulations.gov and will include
any personal information you have
provided.

Submitting Comments

If you submit a comment, please
include the docket number for this
rulemaking (USCG—-2009-0720),
indicate the specific section of this
document to which each comment
applies, and provide a reason for each
suggestion or recommendation. You
may submit your comments and
material online (via http://
www.regulations.gov) or by fax, mail, or
hand delivery, but please use only one
of these means. If you submit a
comment online via http://
www.regulations.gov, it will be
considered received by the Coast Guard
when you successfully transmit the
comment. If you fax, hand deliver, or
mail your comment, it will be
considered as having been received by
the Coast Guard when it is received at
the Docket Management Facility. We
recommend that you include your name
and a mailing address, an e-mail
address, or a telephone number in the
body of your document so that we can
contact you if we have questions
regarding your submission.

To submit your comment online, go to
http://www.regulations.gov, click on the
“submit a comment” box, which will
then become highlighted in blue. In the
“Document Type” drop down menu,
select “Notices” and insert “USCG—
2009-0720” in the "Keyword” box.
Click “Search” then click on the balloon
shape in the Actions column. If you
submit your comments by mail or hand
delivery, submit them in an unbound
format, no larger than 8%%~; by 11 inches,
suitable for copying and electronic
filing. If you submit comments by mail
and would like to know that they
reached the Facility, please enclose a
stamped, self-addressed postcard or
envelope. We will consider all
comments and material received during
the comment period and may change
the rule based on your comments.

Viewing Comments and Documents

To view comments, as well as
documents mentioned in this preamble
as being available in the docket, go to
http://www.regulations.gov, click on the
“read comments” box, which will then
become highlighted in blue. In the
“Keyword” box, insert USCG—-2009—
0720 and click “Search.” Click the
“Open Docket Folder” in the “Actions”
column. You may also visit the Docket
Management Facility in Room W12-140
on the ground floor of the Department
of Transportation West Building, 1200
New Jersey Avenue, SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. We have an agreement with
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the Department of Transportation to use
the Docket Management Facility.

Privacy Act

Anyone can search the electronic
form of comments received into any of
our dockets by the name of the
individual submitting the comment (or
signing the comment, if submitted on
behalf of an association, business, labor
union, etc.). You may review a Privacy
Act notice regarding our public dockets
in the January 17, 2008 issue of the
Federal Register (73 FR 3316).

Public Meeting

We do not now plan to hold a public
meeting. But you may submit a request
for one on or before August 18, 2009,
using one of the four methods specified
under ADDRESSES. Please explain why
you believe a public meeting would be
beneficial. If we determine that one
would aid this rulemaking, we will hold
one at a time and place announced by
a later notice in the Federal Register.

Background and Purpose

On September 19-20, 2009, the Ocean
City Business and Neighborhood
Development INC will sponsor the
Ocean City Beachfront Air Show. The
event will consist of high performance
jet aircraft performing low altitude
aerial maneuvers over the waters of the
Atlantic Ocean adjacent to Ocean City,
New Jersey. A fleet of spectator vessels
is expected to gather nearby to view the
aerial demonstration. Due to the need
for vessel control during the event,
vessel traffic will be temporarily
restricted to provide for the safety of
spectators and transiting vessels.

Discussion of Proposed Rule

The Coast Guard proposes to establish
a temporary safety zone on the North
Atlantic Ocean, immediately adjacent to
the shoreline at Ocean City, New Jersey.
Except for persons or vessels authorized
by the Coast Guard Patrol Commander,
no person or vessel may enter or remain
in the regulated areas during the
enforcement period. The Patrol
Commander will notify the public of
specific enforcement times by Marine
Radio Safety Broadcast. This regulation
will be enforced to prevent personal
injury to mariners and damage to vessel
traffic during the event.

The temporary safety zone includes
all waters offshore from Ocean City,
New Jersey, bounded within the
following area: Beginning at latitude
39°16'28” N, longitude 074°33°38” W,
thence southeasterly to latitude
39°16’20” N, longitude 074°33’30” W,
thence southwesterly to latitude
39°15"38” N, longitude 074°34’41” W,

thence northwesterly to latitude
39°15’47” N, longitude 074°34’51” W,
thence returning northeasterly to
latitude 39°16°28” N, longitude
074°33’38” W. All coordinates listed for
the following safety zones reference
Datum NAD 1983.

This temporary safety zone will be
enforced from 1 p.m. to 3 p.m. on
September 19, 2009, and from 12 p.m.
(noon) to 4 p.m. on September 20, 2009.

Regulatory Analyses

We developed this proposed rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This proposed rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

We expect the economic impact of
this proposed rule to be so minimal that
a full Regulatory Assessment is
unnecessary. Although this regulation
restricts vessel traffic from transiting a
small segment of coastal waters near
Ocean City, New Jersey, the effect of this
regulation will not be significant due to
the limited duration that the regulated
area will be in effect and the advance
notifications that will be made to the
maritime community via marine
information broadcasts and area
newspapers so mariners can adjust their
plans accordingly.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this proposed rule would have
a significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this proposed rule
would not have a significant economic
impact on a substantial number of small
entities. This rule will affect the
following entities, some of which may
be small entities: The owners or
operators of vessels intending to transit
coastal waters in the vicinity of Ocean
City, New Jersey during the event.

This safety zone will not have a
significant economic impact on a
substantial number of small entities for
the following reasons. This rule will be
in effect for only a short period, from 1
p.m. to 3 p.m. on September 19, 2009
and from 12 a.m. (noon) to 4 p.m. on
September 20, 2009. Traffic will be
allowed to pass through the zone with
the permission of the Coast Guard patrol
commander. Before the enforcement
period, we will issue maritime
advisories so mariners can adjust their
plans accordingly.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule would have a
significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this rule would economically affect it.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this proposed rule so that
they can better evaluate its effects on
them and participate in the rulemaking.
If the rule would affect your small
business, organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact Lieutenant
Rebecca Walthour, Chief of Waterways
Management Branch, Coast Guard
Sector Delaware Bay, at 215-271-4889,
or e-mail Rebecca.A.Walthour@uscg.mil.
The Coast Guard will not retaliate
against small entities that question or
complain about this proposed rule or
any policy or action of the Coast Guard.

Collection of Information

This proposed rule would call for no
new collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520.).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this proposed rule under that Order and
have determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
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particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this proposed rule would not
result in such an expenditure, we do
discuss the effects of this rule elsewhere
in this preamble.

Taking of Private Property

This proposed rule would not effect a
taking of private property or otherwise
have taking implications under
Executive Order 12630, Governmental
Actions and Interference with
Constitutionally Protected Property
Rights.

Civil Justice Reform

This proposed rule meets applicable
standards in sections 3(a) and 3(b)(2) of
Executive Order 12988, Civil Justice
Reform, to minimize litigation,
eliminate ambiguity, and reduce
burden.

Protection of Children

We have analyzed this proposed rule
under Executive Order 13045,
Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and would not create an
environmental risk to health or risk to
safety that might disproportionately
affect children.

Indian Tribal Governments

This proposed rule does not have
tribal implications under Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments, because it would not have
a substantial direct effect on one or
more Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes.

Energy Effects

We have analyzed this proposed rule
under Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This proposed rule does not use
technical standards. Therefore, we did
not consider the use of voluntary
consensus standards.

Environment

We have analyzed this proposed rule
under Department of Homeland
Security Management Directive 023-01
and Commandant Instruction
M16475.1D, which guide the Coast
Guard in complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-43701f), and
have made a preliminary determination
that this action is one of a category of
actions which do not individually or
cumulatively have a significant effect on
the human environment. A preliminary
environmental analysis checklist
supporting this determination is
available in the docket where indicated
under ADDRESSES. This proposed rule
involves creating a temporary safety
zone on the waters of the Atlantic Ocean
offshore from Ocean City, New Jersey,
which will restrict vessel movement due
to a scheduled air show. We seek any
comments or information that may lead
to the discovery of a significant
environmental impact from this
proposed rule.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard proposes to
amend 33 CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

1. The authority citation for part 165
continues to read as follows:
Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.

Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04—1, 6.04—6, and 160.5;

Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.

2. Add § 165.T05-0720, to read as
follows:

§165.T05-0720 Safety Zone; Ocean City
Beachfront Air Show, Ocean City, NJ.

(a) Location. A temporary safety zone
is created on the coastal waters of the
North Atlantic Ocean, immediately
adjacent to the shoreline at Ocean City,
NJ, bounded within the following area:
beginning at latitude 39°16728” N,
longitude 074°33"38” W, thence
southeasterly to latitude 39°16’20” N,
longitude 074°33’30” W, thence
southwesterly to latitude 39°15’38” N,
longitude 074°34’41” W, thence
northwesterly to latitude 39°15’47” N,
longitude 074°34’51” W, thence
returning northeasterly to latitude
39°16’28” N, longitude 074°33’38” W.

(b) Regulations. (1) Under the general
regulations governing safety zones in
§ 165.23, no person or vessel may enter
or navigate within this safety zone
unless authorized to do so by the Coast
Guard or designated representatives.
Any person or vessel authorized to enter
the safety zone must operate in strict
conformance with any directions given
by the Coast Guard or designated
representative and leave the safety zone
immediately if the Coast Guard or
designated representative so orders.

(2) All Coast Guard assets enforcing
this safety zone can be contacted on
VHF marine band radio, channels 13
and 16. The Captain of the Port can be
contacted at 215—-271-4807.

(3) The Captain of the Port will notify
the public of any changes in the status
of this safety zone by Marine Safety
Radio Broadcast on VHF—FM marine
band radio, channel 22 (157.1 MHZ).

(c) Definition. As used in this section,
designated representative means the
Commanding Officer of Sector Delaware
Bay or any Coast Guard commissioned
warrant or petty officer who has been
authorized by the Captain of the Port to
act on his behalf to assist in enforcing
this section.

(d) Effective period. This section will
be enforced from 1 p.m. to 3 p.m. on
September 19, 2009, and from 12 p.m.
(noon) to 4 p.m. on September 20, 2009.

Dated: August 7, 2009.

Meredith L. Austin,

Captain, U.S. Coast Guard, Captain of the
Port, Delaware Bay.

[FR Doc. E9—20095 Filed 8—20-09; 8:45 am]
BILLING CODE 4910-15-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 211
[EPA-HQ-OAR-2003-0024; FRL-8947-6]
RIN 2060—-A025

Product Noise Labeling; Hearing
Protection Devices

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Extension of comment period
and rescheduled public hearing.

SUMMARY: The Environmental Protection
Agency (EPA) is announcing an
extension of the public comment period
for the proposed rule “Product Noise
Labeling—Hearing Protection Devices”
(the proposed rule is hereinafter referred
to as “HPD Rule”). EPA published a
notice of proposed rulemaking on
August 5, 2009, in the Federal Register
(74 FR 39150) which included a request
for comments and an offer to hold a
public hearing if requested. The public
comment period was to end on
September 4, 2009, (30 days after
publication in the Federal Register) and
the public hearing, if requested, was to
take place on August 25, 2009. The
purpose of this document is to extend
the public comment period an
additional 60 days until November 4,
2009, and to schedule a public hearing
on this proposed rule will be held on
October 7, 2009. This extension of the
comment period and the holding of a
public hearing are being provided to
allow the public additional time to
review the rule and provide EPA with
comments on the proposed rule.

DATES: Comments. Written comments
must be received on or before November
4, 2009.

Public Hearing. The public hearing
will be held on Wednesday, October 7,
2009, from 9 a.m. to 5 p.m. Eastern
Standard time. The meeting is
scheduled for one day and will take
place at EPA Headquarters, Room
1153—East building, 1301 Constitution
Avenue, NW., Washington, DC 20460.
Anyone that would like to speak at the
hearing must notify the EPA by
September 30, 2009, via the docket.

Persons wishing to make a formal
presentation for the record must provide
a hard copy of their presentation to the
docket not later than September 30,
2009. Scheduling of all presentations
will be based on the order in which
their request is received.

ADDRESSES: Submit your comments,
identified by docket ID number EPA—
HQ-0OAR-2003-0024, by one of the
following methods:

e http://www.regulations.gov: Follow
the online instructions for submitting
comments.

e E-mail: a-and-r-docket@epa.gov.

e Fax:(202) 566-1741.

e Mail: Air and Radiation Docket and
Information Center, EPA Labeling
Regulation, Docket Number EPA-HQ-
OAR-2003-0024, Environmental
Protection Agency, EPA Docket Center,
Mailcode 28221T, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

e Hand Delivery: EPA Docket Center,
Public Reading Room, EPA West, Room
3334, 1301 Constitution Ave., NW.,
Washington, DC 20460. Such deliveries
are only accepted during the Docket’s
normal hours of operation (Monday
through Friday, from 8:30 a.m. to 4:30
p-m.), excluding legal holidays and
special arrangement should be made for
deliveries of boxed information. The
telephone number for the Public
Reading Room is (202) 566—1744, and
the telephone number for the Air Docket
is (202) 566-1742.

e Instructions: Direct your comments
to Docket ID Number EPA-HQ-OAR-
2003-0024. EPA’s policy is that all
comments received will be included in
the public docket without change and
may be made available online at
http://www.regulations.gov, including
any personal information provided,
unless the comment includes
information claimed to be Confidential
Business Information (CBI) or other
information whose disclosure is
restricted by statute. Do not submit
information that you consider to be CBI
or otherwise protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an “anonymous access’ system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov, your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA
recommends that you include your
name or other content information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters or any form of
encryption, and be free of any defect or
viruses. For additional information
about EPA’s public docket, visit the EPA

Docket Center homepage at http://
www.epa.gov/dockets.

How Can I Access the Docket?

All documents in the docket are listed
in the http://www.regulations.gov index.
Although listed in the index, some
information is not publicly available,
e.g., GBI or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, will be publicly
available only in hard copy. Publicly
available docket materials are available
either electronically in http://
www.regulations.gov or in hard copy at
the Air and Radiation Docket and
Information Center, EPA/DC, EPA West,
Room 3334, 1301 Constitution Ave.,
NW., Washington, DC. The Public
Reading Room is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Public Reading Room is
(202) 566—1744, and the telephone
number for the Air Docket is (202) 566—
1742.

How Can I Get Copies of This
Document, the Proposed Rule, and
Other Related Information?

The EPA has established a docket for
this action under Docket ID No. EPA—
HQ-OAR-2003-0024.

FOR FURTHER INFORMATION CONTACT: Ms.
Catrice Jefferson, U.S. Environmental
Protection Agency, Office of Air and
Radiation, Mail Code 6103A, 1200
Pennsylvania Avenue, NW.,
Washington, DC 20460. Telephone
Number—(202) 564—1668; Fax
Number—(202) 564—1554; and e-mail
Address—jefferson.catrice@epa.gov.

SUPPLEMENTARY INFORMATION:

Extension of Comment Period: EPA
received requests for an extension of the
public comment period from various
parties ranging from 60 to 90 days. After
considering all of these comments, EPA
has determined that an extension of an
additional 60 days is an appropriate
amount of time to provide the public for
submission of meaningful comments on
the proposed rule. Accordingly, the
public comment period for the HPD
proposed rulemaking is extended until
November 4, 2009. EPA does not
anticipate any further extension of the
comment period at this time.

Reschedule of Public Hearing: EPA
received requests for a public hearing.
In view of the above extension of the
comment period the EPA is establishing
October 7, 2009 as the date for the
public hearing that was originally
scheduled for August 25, 2009. EPA
believes that this postponement will
provide adequate time for interested
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parties to develop their verbal Dated: August 17, 2009.

comments and presentations. Gina McCarthy,
Assistant Administrator, Office of Air and
Radiation.

[FR Doc. E9—20172 Filed 8—20—09; 8:45 am]
BILLING CODE 6560-50-P
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

DEPARTMENT OF THE INTERIOR

Fish and Wildlife Service
[Docket No. APHIS-2008-0096]

National Aquatic Animal Health Plan
for the United States; Notice of
Availability

AGENCY: Animal and Plant Health
Inspection Service, USDA; National
Marine Fisheries Service, National
Oceanic and Atmospheric
Administration, DOC; and Fish and
Wildlife Service, DOI.

ACTION: Notice of availability and
request for comments.

SUMMARY: We are advising the public
that a National Aquatic Animal Health
Plan (NAAHP) for the United States is
being made available for public review
and comment. The NAAHP was
developed by a Task Force led by the
Animal and Plant Health Inspection
Service (APHIS) of the U.S. Department
Agriculture, the Fish and Wildlife
Service (FWS) of the U.S. Department of
the Interior, and the National Marine
Fisheries Service (NMFS) of the
National Oceanic and Atmospheric
Administration of the U.S. Department
of Commerce. It is anticipated that this
plan will provide a framework for how
APHIS, FWS, and NMFS should
develop programs for diseases that affect
the health of aquatic animals such as
finfish, crustaceans, and mollusks.
DATES: APHIS, FWS, and NMFS will
consider all comments received on or
before October 20, 2009.

ADDRESSES: You may submit comments
by either of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov/fdmspublic/
component/
main?main=DocketDetail&d=APHIS-
2008-0096 to submit or view comments
and to view supporting and related
materials available electronically. All
comments received are a part of the
public record and will generally be
posted to http://www.regulations.gov
without change. All personal identifying
information (for example, name,
address, etc.) voluntarily submitted by
the commenter may be publicly
accessible. Do not submit confidential
business information or otherwise
sensitive or protected information. The
agency will accept anonymous
comments (enter “N/A” in the required
fields, if you wish to remain
anonymous). You may submit
attachments to electronic comments in
Microsoft Word, Excel, WordPerfect, or
Adobe PDF file formats only.

e Postal Mail/Commercial Delivery:
Please send two copies of your comment
to Docket No. APHIS-2008-0096,
Regulatory Analysis and Development,
PPD, APHIS, Station 3A—03.8, 4700
River Road, Unit 118, Riverdale, MD
20737-1238. Please state that your
comment refers to Docket No. APHIS
2008-0096.

Reading Room: You may read any
comments that we receive on the
National Aquatic Animal Health Plan in
the APHIS reading room. The reading
room is located in Room 1141 of the
USDA South Building, 14th Street and
Independence Avenue, SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 690-2817 before
coming.

Other Information: Additional
information about APHIS and its
programs is available on the Internet at
http://www.aphis.usda.gov. Additional
information about FWS is available on
the Internet at http://www.fws.gov.
Additional information about the NOAA
Aquaculture Program is available on the
Internet at http://aquaculture.noaa.gov.
FOR FURTHER INFORMATION CONTACT:
APHIS: Dr. P. Gary Egrie, Veterinary

Medical Officer, Aquaculture, Swine,

Equine, and Poultry Health Programs,

VS, APHIS, 4700 River Road, Unit 46,

Riverdale, MD 20737-1231; (301)
734—-0695.

NMFS: Mr. Kevin Amos, National
Aquatic Animal Health Coordinator,
NOAA Aquaculture Program, 1315
East-West Hwy., SSMC#3 Rm. 13137,
Silver Spring, MD 20910; (360) 709—
9001.

FWS: Ray Brunson, Project Leader,
FWS, Olympia Fish Health Center,
3859 Martin Way E, Suite 101,
Olympia, WA 98506; 360—753—9046.

SUPPLEMENTARY INFORMATION:

Background

Aquaculture, which includes the
managed production of aquatic animals,
is practiced throughout the United
States and its territories by private,
public, and tribal entities. Aquaculture
continues to grow as a major
agribusiness enterprise. The production
of aquatic animals is a critical economic
and environmental activity that
provides a source of healthy food,
employment, recreation, and
supplementation of wild fishery stocks
for harvest by commercial and tribal
harvesters, as well as protection and
restoration of aquatic animals that face
extinction.

Disease has the potential to pose a
great threat to the success of
aquaculture. Developing and
implementing a national aquatic animal
health plan has become urgent for two
reasons: The growing need to protect
our domestic commerce and resources,
and the advent of new health
regulations by foreign governments that
restrict the importation of live and
processed aquatic animals from the
United States.

In recent years, outbreaks of
infectious salmon anemia and spring
viremia of carp in private U.S.
aquaculture operations resulted in
losses of over $10 million. Also
recently, a new strain of viral
hemorrhagic septicemia has affected
several wild populations of fish in the
Great Lakes region of the United States.
If the United States maintains a limited
and disparate supporting infrastructure
to diagnose, report, educate, manage,
and develop surveillance and control
programs, the presence of these or the
discovery of other aquatic animal
pathogens in this country could lead to
restriction or elimination of
international commerce in some aquatic
animals for the United States.
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The National Aquatic Animal Health
Plan (NAAHP)

In 2001, the Joint Subcommittee on
Aquaculture (JSA), under the auspices
of the Executive Office of the President,
Office of Science and Technology
Policy, commissioned a national task
force to develop a national health plan
for aquatic animals. Three Federal
Departments with primary
responsibility for aquatic animal health
are leading the task force—the U.S.
Department of Agriculture (USDA), the
U.S. Department of Commerce
(Commerce), and the U.S. Department of
the Interior (DOI). USDA’s Animal and
Plant Health Inspection Service (APHIS)
protects the health of U.S. agriculture,
thereby improving agricultural
productivity and competiveness and
contributing to the national economy
and public health. Commerce’s National
Marine Fisheries Service (NMFS) is
dedicated to the stewardship of living
marine resources through science-based
conservation and management, and the
promotion of healthy ecosystems. DOI’s
Fish and Wildlife Service (FWS) works
with others to conserve, protect, and
enhance fish, wildlife, and plants, and
their habitats for the continuing benefit
of the American people. The FWS’
Aquatic Animal Health Program strives
to conserve our nation’s fisheries and
aquatic resources.

Once the JSA commissioned the task
force to develop the NAAHP, the task
force recognized that the first outreach
activity would be to bring together all
interested parties, inform them of the
intent to develop a plan, and request
their recommendations regarding
content. The recommendations from
stakeholders shaped the mission and the
objectives for the NAAHP, which was
again vetted by interested parties and
reviewed by the JSA itself. The mission
of the NAAHP is to:

¢ Facilitate the legal movement of all
aquatic animals, their eggs, and their
products in interstate and international
commerce;

e Protect the health and thereby
improve the quality and productivity of
farmed and wild aquatic animals;

e Ensure the availability of
diagnostic, inspection, and certification
services; and

e Minimize the impacts of diseases
when they occur in farmed or wild
aquatic animals.

Following approval of the mission of
the NAAHP by the JSA, the task force
began soliciting information for the
contents of the chapters. Technical
group meetings were held, at which
information was solicited from industry,
State, tribal, Federal and academic

partners. A total of 12 group meetings
were held between January 2003 and
November 2006. Many of the technical
groups focused on species-specific
disease issues with regard to
surveillance and disease management.
The task force’s technical team used
information from these groups and from
other meetings to draft the NAAHP’s
chapters.

The goal of the NAAHP is to provide
recommendations to industry, States,
tribes, Federal agencies, and other
stakeholders to meet the mission of the
Plan. These recommendations are not
necessarily in support of an overarching
regulatory program to be implemented
by the Federal Government. Rather, the
recommendations relate to activities for
consideration by all stakeholders to
meet the mission of the Plan.

Four principles have been used by the
task force to develop the NAAHP. They
are:

e Construct the Plan using
established scientific principles of fish
health management;

e Develop the Plan in an open and
visible process in which stakeholders
have opportunities to provide
information;

¢ Recognize that limited resources are
available; therefore the plan must be
affordable, make sense to stakeholders,
and be capable of implementation; and

e Develop standards that are
consistent with World Trade
Organization and World Organization
for Animal Health (OIE) guidelines and,
to the extent possible, are consistent
with Federal, State, and tribal
regulations already in existence in the
United States.

Recommendations and Implementation

While the NAAHP is not a regulation,
it provides general principles and
guidelines for how the U.S. Federal
Agencies with jurisdiction over aquatic
animal health (APHIS, NMFS, and FWS)
should take action to protect our farmed
and wild resources, facilitate safe
commerce, and make available
laboratory testing, training, and other
programs as needed to implement the
NAAHP. The key recommendations
made by the task force are related to the
following areas:

¢ Prevention of the introduction or
spread of program aquatic animal
pathogens (PAAPs);

* Response to PAAPs and reportable
aquatic animal pathogens (RAAPs);

e Health certification;

¢ Surveillance schemes for PAAPs
and RAAPs;

e Laboratories, standardized testing,
quality testing, and approved personnel;
and

¢ Education and training.

In addition to the recommendation
areas listed, activities addressed in the
NAAHP include the following:
Definition of pathogens of national
concern; creation and implementation
of disease management zones;
identification of priority areas for
research and development in aquatic
animal health, including identification
of existing funding structures and
recommendations for leveraging
resources; description of strategies for
continued outreach and awareness
regarding national aquatic animal health
strategies and the NAAHP; and
implementation of the NAAHP.

Due to limited resources, the NAAHP
must be developed based on the
priorities and recommendations
identified within the Plan, and
implementation of these priorities will
be contingent upon funding. However,
continued stakeholder consultation is
necessary to ensure that the priorities
and recommendations in the Plan are
updated if necessary. Therefore, the
establishment of a National Advisory
Committee for Aquatic Animal Health is
of utmost importance to a successful
NAAHP.

Such a committee could be
established as a permanent advisory
committee—chartered under the Federal
Advisory Committee Act (FACA)—to
the Federal agencies responsible for
implementing programs related to the
NAAHP. Alternatively, it could be
created as a subcommittee of a currently
established FACA committee, such as
the Secretary’s Advisory Committee on
Foreign Animal and Poultry Diseases
within the USDA. In either case, the
Advisory Committee structure can
provide information to agencies
regarding issues of importance and, in
an environment of fiscal conservation,
assist the Federal agencies in allocating
resources for aquatic animal health
issues appropriately. Such an advisory
committee should be large enough to
ensure broad stakeholder
representation, but small enough to
ensure its effectiveness.

The next step is for the Federal
agencies to take the recommendations
and suggested actions in the Plan and
make them into policies, guidelines, and
if appropriate, regulations. As with the
development of the NAAHP,
implementation must be a collaborative
process that includes information from
States, tribes, industry, and other
stakeholders, and the timeframe for
certain activities may be influenced by
available funding.
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Accessing and Commenting on the
NAAHP

We are making the NAAHP dated
October 2008 available to the public for
review and comment. We will consider
all comments that we receive on or
before the date listed under the heading
DATES at the beginning of this notice.

The NAAHP may be viewed on the
Federal eRulemaking Web site (see
ADDRESSES above for instructions for
accessing Regulations.gov). You may
request paper copies of the draft
document by contacting the persons
listed under FOR FURTHER INFORMATION
CONTACT. Please refer to the title of the
draft document when requesting copies.
The NAAHP may also be viewed at
APHIS’ Web site at http://
www.aphis.usda.gov/animal_health/
animal dis_spec/aquaculture/, at FWS’
Web site at http://www.fws.gov/
fisheries/, or at NOAA’s aquaculture
Web site at http://aquaculture.noaa.gov.
The NAAHP is also available for review
in the APHIS reading room.
(Information on the location and hours
of the APHIS reading room is listed
under the heading ADDRESSES at the
beginning of this notice.)

Dated: August 11, 2009.
Kevin Shea,

Acting Administrator, Animal and Plant
Health Inspection Service.

Daniel M. Ashe,

Director, U.S. Fish and Wildlife Service.
Dated: August 11, 2009.

Samuel D. Rauch III,

Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.

[FR Doc. E9-19702 Filed 8—20-09; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE
Rural Utilities Service

Basin Electric Power Cooperative;
Notice of Finding of No Significant
Impact

AGENCY: Rural Utilities Service, USDA.

ACTION: Notice of Finding of No
Significant Impact.

SUMMARY: Notice is hereby given that
the Rural Utilities Service (RUS) has
made a Finding of No Significant Impact
(FONSI) with respect to a request from
Basin Electric Power Cooperative for
assistance to finance the construction,
operation, and maintenance of a 115.5
MW wind-powered electric generating
facility (the Proposal) in Ward County,
North Dakota.

ADDRESSES: The FONSI is available for
public review at the USDA Rural
Utilities Service’s Web site—http://
www.usda.gov/rus/water/ees/ea.htm or
at 1400 Independence Avenue, SW.,
Room 2244, Stop 1571, Washington, DC
20250-1571; and at Basin’s
headquarters office located at 1717 East
Interstate Avenue, Bismarck, ND 58503—
0564.

CONTACTS: To obtain copies of the
FONSI or for further information,
contact Dennis Rankin, Environmental
Protection Specialist, USDA, Rural
Utilities Service, 1400 Independence
Avenue, SW., Stop 1571 Washington,
DC 20250-1571, Telephone: (202) 720—
1953 or e-mail:
dennis.rankin@wdc.usda.gov.

SUPPLEMENTARY INFORMATION: Basin
Electric proposes to construct a new
115.5 MW wind generation facility in
north-central North Dakota. The project
will include seventy-seven (77) 1.5 MW
wind turbine generators and be located
approximately 15 miles south of Minot,
North Dakota. Tetra Tech, an
environmental consulting firm,
prepared an Environmental Report for
RUS. RUS conducted an independent
evaluation of the Environmental Report
and agreed that it accurately assessed
the impacts of the Proposal. RUS
accepted the document as its
Environmental Assessment and
published the document for a 30-day
public comment period. The applicant
is responsible for obtaining all permits
required to construct the Proposal.
Pursuant to 36 CFR 800.4(d)(1) of the
regulations (36 CFR Part 800)
implementing Section 106 of the
National Historic Preservation Act
(NHPA), 16 U.S.C. 470f, RUS made a
finding that this Proposal will not affect
historic properties. RUS received no
objection to this finding of effect from
the North Dakota State Historic
Preservation Office or other consulting
parties. RUS has determined this
finding of no historic properties affected
made pursuant to Section 106 of NHPA.
In accordance with the National
Environmental Policy Act, as amended
(42 U.S.C. 4321 et seq.), the Council on
Environmental Quality Regulations (40
CFR 1500-1508), and RUS’
Environmental Policies and Procedures
(7 CFR Part 1794), RUS has determined
that the environmental impacts of the
Proposal have been adequately
addressed and that no significant
impacts to the quality of the human
environment would result from the
construction and operation of the
Proposal. Any final action by RUS
related to the Proposal will be subject
to, and contingent upon, compliance

with all relevant federal and state
environmental laws and regulations.
Since RUS’ action will not result in
significant impacts to the quality of the
human environment, the preparation of
an Environmental Impact Statement
related to the proposed project is not
necessary.

Dated: August 14, 2009.
Nivin Elgohary,

Acting Assistant Administrator—Electric,
Rural Utilities Service.

[FR Doc. E9—-20076 Filed 8—20-09; 8:45 am]
BILLING CODE 3410-15-P

DEPARTMENT OF AGRICULTURE

Natural Resources Conservation
Service

Notice of Meeting of the Agricultural
Air Quality Task Force

AGENCY: Natural Resources
Conservation Service, United States
Department of Agriculture.
ACTION: Notice of meeting.

SUMMARY: The Agricultural Air Quality
Task Force (AAQTF) will meet to
continue discussions on air quality
issues relating to agriculture.

DATES: The meeting will convene at 8
a.m. on Wednesday through Friday,
September 16—18, 2009, and conclude at
5 p.m. on Wednesday, 5 p.m. on
Thursday, and 12 noon on Friday,
respectively. A public comment period
will be held on Thursday, September
17, 2009. Individuals making oral
presentations should register at the
meeting site and bring 50 copies of
materials they would like distributed.
ADDRESSES: The meeting will be held at
the Embassy Suites on the River located
at 101 East Locust Street, Des Moines,
Iowa 50309; Telephone: (515) 244—1700.
FOR FURTHER INFORMATION CONTACT:
Michele Laur, Designated Federal
Official, Department of Agriculture,
Natural Resources Conservation Service,
1400 Independence Avenue, SW., Room
6165 South Building, Washington, DC
20013; Telephone: (202) 720-1858; or e-
mail: michele.laur@wdc.usda.gov.
SUPPLEMENTARY INFORMATION: Notice of
this meeting is given under the Federal
Advisory Committee Act, 5 U.S.C. App.
2. Additional information concerning
AAQTF may be viewed on the World
Wide Web at: http://
www.airquality.nrcs.usda.gov/AAQTF/.

Agenda

Wednesday, September 16, 2009

A. Welcome to Iowa
B. Discussion of Iowa Air Quality Issues
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C. Discussion of Greenhouse Gas

(Time will be reserved on September
17, 2009, to receive public comment.
Individual presentations will be limited
to 5 minutes.)

Thursday, September 17, 2009

D. Discussion of Engine Emissions and
Regulations

E. Discussion of Reactive Nitrogen

F. Public Comment Period

Friday, September 18, 2009

G. Discussion of Subcommittee
Recommendations
H. Next Meeting, Time, and Place
*Please note that the timing of events
in the agenda is subject to change to
accommodate changing schedules of
expected speakers.

Procedural

This meeting is open to the public. At
the discretion of the Chairman,
members of the public may give oral
presentations during the meeting. Those
wishing to make oral presentations
should register in person at the meeting
site. Those wishing to distribute written
material at the meeting (in conjunction
with spoken comments), must bring 50
copies of the material.

Information on Services for Individuals
With Disabilities

For information on facilities or
services for individuals with
disabilities, or to request special
assistance at the meeting, please contact
Ms. Laur. USDA prohibits
discrimination in its programs and

activities on the basis of race, color,
national origin, gender, religion, age,
sexual orientation, or disability.
Additionally, discrimination on the
basis of political beliefs and marital or
family status is also prohibited by
statutes enforced by USDA (not all
prohibited bases apply to all programs).
Persons with disabilities who require
alternate means for communication of
program information (Braille, large
print, audio tape, etc.) should contact
the USDA’s Target Center at: (202) 720-
2000 (voice and TDD). USDA is an equal
opportunity provider and employer.
Signed this 18th day of August, 2009, in
Washington, DC.
Dave White,
Chief.
[FR Doc. E9—20137 Filed 8—20-09; 8:45 am]
BILLING CODE 3410-16-P

DEPARTMENT OF AGRICULTURE

Natural Resources Conservation
Service

Soil and Water Resources
Conservation Act

AGENCY: Natural Resources
Conservation Service, United States
Department of Agriculture.

ACTION: Notice of public meeting.

SUMMARY: The Natural Resources
Conservation Service (NRCS) will hold
a public meeting to gather stakeholder
input on important natural resource
concerns and program approaches to

address these natural resource concerns
in the next decade.

On June 22, 2008, Congress
reauthorized the Soil and Water
Resources Conservation Act (RCA), 16
U.S.C. 2001-2009, through amendments
in the Food, Conservation, and Energy
Act of 2008 (Pub. L. 110-246). In the
reauthorization, Congress extended RCA
through 2018 and called for the first
report to be delivered to Congress by
January 2011. RCA provides the
Department of Agriculture (USDA) with
broad strategic assessment and planning
authority and calls for the development
of a national program to guide USDA
activities for the conservation,
protection, and enhancement of soil,
water, and related natural resources.
Through RCA, USDA appraises the
status and trends of soil, water, and
related resources on non-Federal land;
assesses their capability to meet present
and future demands; evaluates current
and needed programs, policies, and
authorities; and develops a national soil
and water conservation program to give
direction for USDA soil and water
conservation activities.

Public participation is a central
element of the RCA process. USDA will
hold listening sessions to provide the
public with an opportunity to comment
on conservation priorities, program
approaches, future conservation needs,
and opportunities to improve the
appraisal process.

DATES: The meeting will be held on the
following date and location:

Meeting location

Date Local time

Co-host

Charleston Marriott Town Center, 200 Lee Street

East, Charleston, West Virginia 25301.

9/14/09 | 10:30 a.m.—12:30 p.m. ...

National Association of Conservation Agencies—
Annual Meeting.

FOR FURTHER INFORMATION CONTACT:
Denise Coleman, Acting Director,
Strategic and Performance Planning
Division, Department of Agriculture,
Natural Resources Conservation Service,
1400 Independence Avenue, SW., Room
4237, South Building, Washington, DC
20250; Telephone: (202) 690-0467; or
Fax: (202) 720-3057. Submit electronic
requests for additional information to:
RCA@wdc.usda.gov.

Signed this 18th day of August, 2009, in
Washington, DC.
Dave White,
Chief.
[FR Doc. E9—20138 Filed 8—-20-09; 8:45 am]
BILLING CODE 3410-16-P

DEPARTMENT OF AGRICULTURE
Forest Service

Lake County Resource Advisory
Committee

AGENCY: Forest Service, USDA.
ACTION: Notice of meeting.

SUMMARY: The Lake County Resource
Advisory Committee (RAC) will hold a
meeting.

DATES: The meeting will be held on
September 10, 2009, from 3 p.m. to 5
p.m.

ADDRESSES: The meeting will be held at
the Lake County Board of Supervisor’s

Chambers at 255 North Forbes Street,
Lakeport or Conference Room C.

FOR FURTHER INFORMATION CONTACT:
Debbie McIntosh, Committee
Coordinator, USDA. Mendocino
National Forest, Upper Lake Ranger
District, 10025 Elk Mountain Road,
Upper Lake, CA 95485. (707) 275-2361:
E-mail dmcintosh@fs.fed.us.

SUPPLEMENTARY INFORMATION: Agenda
items to be covered include: (1) Roll
Call/Establish Quorum; (2) Review
Minutes from the May 14, 2009 Meeting;
(3) Project Review and Discussion; (4)
Recommend Projects/Vote; (5) Discuss
Project Cost Accounting USFS/County
of Lake; (6) Set Next Meeting Date; (7)
Public Comment Period: Public input
opportunity will be provided and
individuals will have the opportunity to
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address the Committee at that time; (8)
Adjourn.

Dated: August 11, 2009.
Lee D. Johnson,
Designated Federal Officer.
[FR Doc. E9—20066 Filed 8—20—-09; 8:45 am]
BILLING CODE 3410-11-M

DEPARTMENT OF COMMERCE

Submission for OMB Review;
Comment Request

The Department of Commerce will
submit to the Office of Management and
Budget (OMB) for clearance the
following proposal for collection of
information under the provisions of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35).

Agency: Bureau of Economic
Analysis.

Title: Quarterly Survey of Insurance
Transactions by U.S. Insurance
Companies with Foreign Persons.

OMB Control Number: 0608—0066.

Form Number(s): BE—45.

Type of Request: Extension of a
currently approved collection.

Burden Hours: 9,600.

Number of Respondents: 1,200.

Average Hours per Response: 8.

Needs and Uses: The U.S.
Government requires data from the BE—
45, Quarterly Survey of Insurance
Transactions by U.S. Insurance
Companies with Foreign Persons, to
obtain accurate and up-to-date
information on transactions in
reinsurance and other insurance
transactions between U.S. insurance
companies and foreign persons. The
data collected will be used in
monitoring U.S. exports and imports of
insurance services; analyzing their
impact on the U.S. and foreign
economies; supporting U.S.
international commercial policy on such
services; compiling the international
transactions; national income and
product, and input-output accounts of
the United States; assessing U.S.
competitiveness in international trade
in services; and improving the ability of
U.S. businesses to identify and evaluate
market opportunities.

Affected Public: Business or other for-
profit organizations.

Frequency: Quarterly.

Respondents Obligation: Mandatory.

Legal Authority: Title 22 U.S.C.,
sections 3101-3108, as amended.

OMB Desk Officer: Paul Bugg, (202)
395-3093.

Copies of the above information
collection proposal may be obtained by
writing Departmental Paperwork

Clearance Officer, Diana Hynek,
Department of Commerce, Room 7845,
14th and Constitution Avenue, NW.,
Washington, DC 20230 or via the
Internet at dHynek@doc.gov.

Send comments on the proposed
information collection within 30 days of
publication of this notice to Paul Bugg,
OMB Desk Officer, via e-mail at
pbugg@omb.eop.gov or by fax at (202)
395-7245.

Dated: August 18, 2009.

Gwellnar Banks,

Management Analyst, Office of Chief
Information Officer.

[FR Doc. E9—20122 Filed 8-20-09; 8:45 am]
BILLING CODE 3510-06-P

DEPARTMENT OF COMMERCE

International Trade Administration
[A-560-822, A-583-843, A-552—806]

Postponement of Preliminary
Determination of Antidumping Duty
Investigations: Polyethylene Retail
Carrier Bags from Indonesia, Taiwan,
and the Socialist Republic of Vietham

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

EFFECTIVE DATE: August 21, 2009.

FOR FURTHER INFORMATION CONTACT:
Yang Jin Chun at (202) 482-5760
(Indonesia) or Dmitry Vladimirov at
(202) 482-0665 (Taiwan), AD/CVD
Operations, Office 5; Maisha Cryor at
(202) 482-5831 (Socialist Republic of
Vietnam), AD/CVD Operations, Office 4,
Import Administration, International
Trade Administration, U.S. Department
of Commerce, 14th Street and
Constitution Avenue, NW, Washington,
DC 20230.

SUPPLEMENTARY INFORMATION:

Postponement of Preliminary
Determinations

On April 20, 2009, the Department of
Commerce (the Department) initiated
the antidumping duty investigations on
polyethylene retail carrier bags from
Indonesia, Taiwan, and the Socialist
Republic of Vietnam. See Polyethylene
Retail Carrier Bags From Indonesia,
Taiwan, and the Socialist Republic of
Vietnam: Initiation of Antidumping
Duty Investigations, 74 FR 19049 (April
27, 2009). The notice of initiation stated
that the Department would issue its
preliminary determinations for these
investigations no later than 140 days
after the issuance of the initiation in
accordance with section 733(b)(1)(A) of
the Tariff Act of 1930, as amended (the
Act), and 19 CFR 351.205(b)(1) unless

postponed. On August 13, 2009, Hilex
Poly Co., LLC, and Superbag
Corporation (the petitioners) made
timely requests pursuant to 19 CFR
351.205(b)(2) and (e) for postponement
of the preliminary determinations in
these investigations.

Taiwan

With regard to Taiwan, the petitioners
requested a 42—day postponement of the
preliminary determination in order to
allow the Department additional time to
resolve a number of issues in the
investigation.

For reasons identified by the
petitioners and because there are no
compelling reasons to deny the request,
the Department is postponing the
deadline for the preliminary
determination in accordance with
section 733(c)(1)(A) of the Act and 19
CFR 351.205(b)(2) and (e) by 42 days to
October 19, 2009. The deadline for the
final determination will continue to be
75 days after the date of the preliminary
determination, unless extended.

Indonesia and Vietnam

With regard to Indonesia and
Vietnam, the petitioners requested a 50—
day postponement of the preliminary
determinations in order to allow the
Department additional time to resolve a
number of complex issues in the
investigations.

For reasons identified by the
petitioners and because there are no
compelling reasons to deny the requests,
the Department is postponing the
deadline for the preliminary
determinations in accordance with
section 733(c)(1)(A) of the Act and 19
CFR 351.205(b)(2) and (e) by 50 days to
October 27, 2009. The deadline for the
final determinations will continue to be
75 days after the date of the preliminary
determinations, unless extended.

This notice is issued and published
pursuant to section 733(c)(2) of the Act
and 19 CFR 351.205(£)(1).

Dated: August 17, 2009.

Carole A. Showers,

Acting Deputy Assistant Secretary for Policy
and Negotiations.

[FR Doc. E9—20140 Filed 8—20-09; 8:45 am]
BILLING CODE 3510-DS-S
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DEPARTMENT OF COMMERCE

International Trade Administration
[A-570-504]

Petroleum Wax Candles from the
People’s Republic of China: Request
for Comments on the Scope of the
Antidumping Duty Order and the
Impact on Scope Determinations

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

SUMMARY: The Department of Commerce
(“Department”’) has considered certain
novelty candles (i.e., candles in the
shape of an identifiable object or with
holiday—specific design both being
discernable from multiple angles)
outside the scope of the Order. See
Antidumping Duty Order: Petroleum
Wax Candles from the People’s Republic
of China, 51 Fed. Reg. 30686 (August
28, 1986) (“‘Order”). These exclusions
were made in accordance with 19 C.F.R.
§351.225(k)(1) and past Department
practices. However, given the extremely
large number of scope determinations
requested by outside parties, the
Department now seeks comments from
the interested parties on the best
method to consider whether novelty
candles should or should not be
included within the scope of the Order
given the extremely large number of
scope determinations requested by
outside parties.

DATES: Comments must be submitted no
later than September 16, 2009.
ADDRESSES: Written comments (original
and six copies) should be sent to the
Secretary of Commerce; Attn: Alex
Villanueva, Import Administration,
APO/Dockets Unit, Room 1870, U.S.
Department of Commerce, 14th Street &
Constitution Ave., NW, Washington, DC
20230.

FOR FURTHER INFORMATION CONTACT: Alex
Villanueva, Program Manager, AD/CVD
Operations, Office 9, Import
Administration, U.S. Department of
Commerce, 14th Street & Constitution
Ave., NW, Washington, DC 20230,
telephone: (202) 482-3208.
SUPPLEMENTARY INFORMATION:

Background

The regulations governing the
Department’s scope determinations are
found at 19 C.F.R. § 351.225. On matters
concerning the scope of an antidumping
duty order, the Department first
examines the descriptions of the
merchandise contained in the petition,
the initial investigation, and the
determinations of the Secretary
(including prior scope determinations)

and the U.S. International Trade
Commission (“ITC”). A determination
may take place with or without a formal
inquiry. If the Department determines
that these descriptions are dispositive of
the matter, the Department will issue a
final scope ruling as to whether or not
the subject merchandise is covered by
the order. See 19 C.F.R. §351.225(k)(1).

Conversely, where the descriptions of
the merchandise are not dispositive, the
Department will consider the five
additional factors set forth at 19 C.F.R.
§351.225(k)(2). These criteria are: (1)
the physical characteristics of the
merchandise; (2) the expectations of the
ultimate purchasers; (3) the ultimate use
of the product; (4) the channels of trade
in which the product is sold; and (5) the
manner in which the product is
advertised and displayed. The
determination as to which analytical
framework is most appropriate in any
given scope inquiry is made on a case—
by-case basis after consideration of all
evidence before the Department.

In past scope determinations under
the Order, the Department has relied on
the scope of the Petition, prior scope
determinations and documents from the
ITC as guidance. We have noted that in
its Antidumping Petition on Behalf of
the National Candle Association
(“NCA”), dated September 4, 1985
(“Antidumping Petition”), the NCA
requested that the investigation cover:

{c}andles {which} are made from
petroleum wax and contain fiber or
paper—cored wicks. They are sold in
the following shapes: tapers,
spirals, and straight—sided dinner
candles; rounds, columns, pillars;
votives; and various wax—filled
containers. These candles may be
scented or unscented ... and are
generally used by retail consumers
in the home or yard for decorative
or lighting purposes.

See Antidumping Petition at 7.

The Department adopted this scope
language in its notice of initiation. This
scope language carried forward without
change through the preliminary and
final determinations of sales at less than
fair value and the eventual antidumping
duty order:

{c}ertain scented or unscented
petroleum wax candles made from
petroleum wax and having fiber or
paper—cored wicks. They are sold in
the following shapes: tapers,
spirals, and straight—sided dinner
candles; rounds, columns, pillars,
votives; and various wax—filled
containers.

See Petroleum Wax Candles from the
People’s Republic of China: Initiation of
Antidumping Duty Investigation, 50
Fed. Reg. 39743 (September 30, 1985);

Petroleum Wax Candles from the
People’s Republic of China: Preliminary
Determination of Sales at Less Than
Fair Value, 51 Fed. Reg. 6016 (February
19, 1986); Petroleum Wax Candles from
the People’s Republic of China: Final
Determination of Sales at Less Than
Fair Value, 51 Fed. Reg. 25085 (July 10,
1986); and Order. However, while the
ITC adopted a similar definition of the
“domestic like product” subject to its
determinations, it noted that the
investigations did not include
“birthday, birthday numeral and
figurine type candles.” See Candles
from the People’s Republic of China:
Determination of the Commission in
Investigation No. 731-TA-282 (Final),
Publication 1888 (August 1986) at 4,
note 5, and A-2.

The ITC’s statement regarding
birthday, birthday numeral and figurine
type candles was echoed in the
Department’s instructions to the U.S.
Customs Service! issued in connection
with a July 1987 scope determination
concerning an exception from the Order
for novelty candles (CBP Notice), which
states:

The Department of Commerce has
determined that certain novelty
candles, such as Christmas novelty
candles, are not within the scope of
the antidumping duty order on
petroleum—wax candles from the
People’s Republic of China (PRC).
Christmas novelty candles are
candles specially designed for use
only in connection with the
Christmas holiday season. This use
is clearly indicated by Christmas
scenes and symbols depicted in the
candle design. Other novelty
candles not within the scope of the
order include candles having scenes
or symbols of other occasions (e.g.,
religious holidays or special events)
depicted in their designs, figurine
candles, and candles shaped in the
form of identifiable objects (e.g.,
animals or numerals).

See CBP Notice.

In November 2001, the Department
changed its practice on the issue of
candle shapes. See Final Scope Ruling
Antidumping Duty Order on Petroleum
Wax Candles From the People’s
Republic of China (A-570-504); JC
Penney Purchasing Corporation,
(November 9, 2001) (“JC Penney”). In
this ruling, the Department reviewed the

On July 28, 2006, the United States Customs
Service since was renamed as the United States
Bureau of Customs and Border Protection. See
Homeland Security Act of 2002, Pub. L. 107-296, §
1502, 116 Stat. 2135, 2308-09 (2002);
Reorganization Plan Modification for the
Department of Homeland Security, H.R. Doc. No.
108-32, at 4 (2003).
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text of the scope of the Order, beginning
with the text of the first sentence of the
scope which covers “{c}ertain scented
or unscented petroleum wax candles
made from petroleum wax and having
fiber or paper—cored wicks.” See Order.
The Department stated in JC Penney
that: {t}the text following this broad
inclusive sentence provides a list of
shapes, which list is not modified by
any express words of exclusivity. The
result of our prior practice of excluding
candles of a shape other than those
listed was arguably inconsistent with
the fact that such candles were scented
or unscented petroleum wax candles
made from petroleum wax and having
fiber or paper—cored wicks.” See JC
Penney at 4-5, footnote 1. Furthermore,
in JC Penney, the Department stated
that:

We now determine that this practice
was incorrect because it had the
effect of narrowing the broad
coverage of the first sentence of the
Order’s scope. The list of shapes in
the second sentence of the Order’s
scope does not provide a textual
basis for such a narrowing of the
coverage of the first sentence of the
Order’s scope. Accordingly, in
order to give full effect to the first
sentence of the inclusive language
of the scope, the Department in this
and future cases normally will
evaluate whether candles of a shape
not listed by the inclusive language
of the Order’s scope are scented or
unscented petroleum wax candles
made from petroleum wax and
having fiber or paper—cored wicks.

See JC Penney at 5, footnote 1. Since
2001, the Department has determined
that if the candle is made from
petroleum wax and has a fiber or paper—
cored wick it falls within the scope of
the Order regardless of shape unless the
candle possesses the characteristics set
out in the CBP Notice, in which case a
candle falls within the Department’s
novelty candle exception and is not
within the scope of the Order.

Issue of Concern

The Department is reconsidering the
JC Penney methodology, given the large
number of candles scope request
submitted each year, many of which
have claimed exclusion on the grounds
that they are novelty candles. Since the
JC Penney ruling in 2001, the
Department has issued 596 scope
determinations for this Order. Currently,
there are 308 pending candles scope
determinations. See Scope Requests
submitted by Trade Associates Group,
Ltd., dated June 11, 2009, and Sourcing
International, LLC, dated June 25, 2009,
July 28, 2009. The volume of requests in

this Order is greater than any other
antidumping duty order. It is evident
that the methodology adopted in JC
Penny has resulted in uncertainty as to
what candles fall within the scope of the
Order, because this methodology
requires that the Department examine
each individual candle in order to reach
a determination as to whether it
qualifies as a novelty candle. This
methodology has resulted in parties
submitting an extremely large number of
scope requests, hindering the
Department’s ability to conduct a timely
analysis of these requests.

Request for Comments

As a result of the uncertainty driving
the growing number of requests for
candles scope determinations and an
evaluation of the resources needed to
complete these analyses, the
Department is requesting that interested
parties, as defined by 19 U.S.C.
§1677(9), provide comments on
whether it is proper to continue
analyzing whether novelty candles are
outside the scope of the Order pursuant
to the JC Penney methodology.

The Department will consider all
comments proposed by interested
parties. However, we are proposing the
following two options:

Option A

The Department would consider all
candle shapes identified in the scope of
the Order, (i.e., tapers, spirals, and
straight—sided dinner candles; rounds,
columns, pillars, votives; and various
wax—{filled containers) to be within the
scope of the Order, regardless of
etchings, prints, moldings or other
artistic or decorative enhancements
including any holiday-related art. All
other candle shapes would be
considered outside the scope of the
Order.

Option B

The Department would consider all
candle shapes, including novelty
candles, to be within the scope of the
Order including those not in the shapes
listed in the scope of the Order, as that
is not an exhaustive list of shapes, but
simply an illustrative list of common
candle shapes.

The Department is not limiting its
consideration to only these two options
and welcomes all interested parties to
submit comments and proposals for
conducting the increasing number of
requests for candle scope
determinations. We also invite
interested parties to consider the
historical context in which the novelty
exclusion was created and whether the
basis for that exclusion should be

reconsidered given the increasing
number of requests for candle scope
determinations.

The Department intends to issue a
preliminary determination with respect
to this issue 60 days after September 16,
2009. Parties will then be able to file a
brief 30 days after the issuance of the
preliminary determination and rebuttal
briefs 10 days later. The Department
intends to issue a final determination
within 60 days after the receiving the
comments to the draft response.

Pending Scope Determinations

Given the overwhelming number of
scope requests, we will not issue a
determination on the pending scope
requests until we have completed our
analysis of the comments submitted by
interested parties.

Submission of Comments

Persons wishing to comment should
file one signed original and six copies
of each set of comments by the date
specified above. The Department will
consider all comments received before
the close of the comment period.
Comments received after the end of the
comment period will be considered, if
possible, but their consideration cannot
be assured. The Department will not
accept comments accompanied by a
request that a part or all of the material
be treated confidentially because of its
business proprietary nature or for any
other reason. The Department will
return such comments and materials to
the persons submitting the comments
and will not consider them. All
comments responding to this notice will
be a matter of public record and will be
available for inspection and copying at
Import Administration’s Central
Records Unit, Room 1117. The
Department requires that comments be
submitted in written form. The
Department recommends submission of
comments in electronic form to
accompany the required paper copies.

Comments filed in electronic form
should be submitted either by e-mail to
the Webmaster below, or on CD ROM,
as comments submitted on diskette is
likely to be damaged by postal radiation
treatment. Comments received in
electronic form will be made available
to the public in Portable Document
Format (PDF) on the Internet at the
Import Administration Web site at the
following address: http://
www.ia.ita.doc.gov. Any questions
concerning file formatting, document
conversion, access on the Internet, or
other electronic filing issues should be
addressed to Andrew Lee Beller, Import
Administration Webmaster, at (202) 482
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0866, e-mail address:

webmastersupport@ita.doc.gov.
Dated: August 14, 2009.

John M. Andersen,

Acting Deputy Assistant Secretary for
Antidumping and Countervailing Duty
Operations.

[FR Doc. E9—20139 Filed 8-20-09; 8:45 am]

BILLING CODE 3510-DS-S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

RIN 0648-XQ40

Magnuson-Stevens Act Provisions;
General Provisions for Domestic
Fisheries; Application for Exempted
Fishing Permits

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Notice; request for comments.

SUMMARY: The Assistant Regional
Administrator for Sustainable Fisheries,
Northeast Region, NMFS, has made a
preliminary determination that the
subject exempted fishing permit (EFP)
application contains all the required
information and warrants further
consideration. Therefore, NMFS
announces that the Assistant Regional
Administrator proposes to recommend
that an EFP be issued that would allow
commercial fishing vessels to conduct
fishing operations that are otherwise
restricted by the regulations governing
the fisheries of the Northeastern United
States. Regulations under the
Magnuson-Stevens Fishery
Conservation and Management Act
require publication of this notification
to provide interested parties the
opportunity to comment on applications
for proposed EFPs.

DATES: Comments must be received on
or before September 8, 2009.
ADDRESSES: Comments may be
submitted by email to
NERO.EFP@noaa.gov. Written
comments should be sent to Patricia A.
Kurkul, Regional Administrator, NMFS,
Northeast Regional Office, 55 Great
Republic Drive, Gloucester, MA 01930.
Mark the outside of the envelope
“Comments on the SNE Flatfish Discard
Mortality EFP.” Comments may also be
sent via facsimile (fax) to (978) 281—
9135.

FOR FURTHER INFORMATION CONTACT:
Melissa Vasquez, Fishery Management
Specialist, (978) 281-9166, fax (978)
281-9135.

SUPPLEMENTARY INFORMATION: An EFP is
being requested for eight vessels
participating in the Southern New
England (SNE) Flatfish Discard
Mortality Study conducted by the
NOAA/University of Massachusetts
Dartmouth School for Marine Science
and Technology (SMAST) Cooperative
Marine Education and Research
program. The primary objective of this
study is to assess the effects of different
stressors on the mortality of flatfish
discarded in the SNE and Mid-Atlantic
trawl fisheries. The researchers would
conduct field and lab observations of
flatfish captured during regular
commercial fishing operations for Reflex
Action Mortality Predictors (RAMP)
under different stressors to assess the
discard mortality rates of five flatfish
species: SNE yellowtail flounder; SNE
winter flounder; summer flounder;
northern windowpane flounder; and
southern windowpane flounder. In
addition, the applicants would use the
results of their study to assess the use
of RAMP in estimating the mortality of
each species within the flatfish
complex.

The study would be conducted aboard
eight commercial fishing vessels in the
SNE and Mid-Atlantic mixed trawl
fishery beginning the date of issuance of
the EFP and continuing for a full year.
All vessels would utilize otter trawl gear
with gear configuration and mesh size
dictated by current fishery regulations.
NOAA/University of Massachusetts
technicians and/or commercial
fishermen would collect 100 fish of each
species per month, during regular
commercial fishing operations, for a
maximum catch of 6,000 fish over the
course of the 12-month study (Table 1).
Fish would be landed and transported
live to the SMAST seawater lab facility
for testing and would not be sold. The
applicants have requested an exemption
from NE multispecies possession
restrictions for SNE yellowtail flounder,
SNE winter flounder, and northern
windowpane flounder, specified at
§§648.86(g)(1), 648.86(n)(1), and
648.86(n)(2), respectively, in order to
land the live specimens in excess of
possession limits. The applicants have
also requested an exemption from NE
multispecies minimum fish sizes
specified at § 648.83 and the summer
flounder minimum fish size at
§648.103(a) in order to test a
representative sample of the age
composition of discarded flatfish.

TABLE 1: ESTIMATED SAMPLE SIZE

Species #fish/month #fish total

SNE
Yellowtalil
Flounder

100 1200

SNE Winter
Flounder

100 1200

Summer 100 1200

Flounder

Northern
Window-
pane Floun-
der

100 1200

Southern 100 1200
Window-
pane Floun-

der

For the field-based portion of the
study, technicians would observe a
minimum of 100 fish of each species on
commercial fishing trips for RAMP
before they are discarded at-sea. The
applicants would require a temporary
exemption from the summer flounder
commercial minimum fish size
restriction at § 648.103(a), the NE
multispecies minimum fish size
restrictions at § 648.83, and the NE
multispecies possession restrictions at
§§648.86(g)(1), 648.86(n)(1), and
648.86(n)(2), for the time period when
trained technicians or crew are
sampling fish. To ensure that monthly
sampling is not disrupted, the
applicants have also requested vessels
be exempt from the summer flounder
closure specified at § 648.101(a) for the
purposes of collecting the 100 live
specimens of each species each month.

The applicants may request minor
modifications and extensions to the EFP
throughout the course of research. EFP
modifications and extensions may be
granted without further public notice if
they are deemed essential to facilitate
completion of the proposed research
and result in only a minimal change in
the scope or impacts of the initially
approved EFP request.

In accordance with NAO
Administrative Order 216-6, a
Categorical Exclusion or other
appropriate National Environmental
Policy Act document would be
completed prior to the issuance of the
EFP. Further review and consultation
may be necessary before a final
determination is made to issue the EFP.
After publication of this document in
the Federal Register, the EFP, if
approved, may become effective
following the public comment period.

Authority: 16 U.S.C. 1801 et seq.
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Dated: August 17, 2009.
Kristen Koch,

Acting Deputy Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. E9—20096 Filed 8—20-09; 8:45 am]
BILLING CODE 3510-22-S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

RIN 0648—-XR02

New England Fishery Management
Council; Public Meeting

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Notice of a public meeting.

SUMMARY: The New England Fishery
Management Council (Council) is
scheduling a joint public meeting of its
Whiting Committee and Advisory Panel
in September, 2009 to consider actions
affecting New England fisheries in the
exclusive economic zone (EEZ).
Recommendations from this group will
be brought to the full Council for formal
consideration and action, if appropriate.

DATES: The meeting will be held on
Monday, September 14, 2009 at 10 a.m.

ADDRESSES: The meeting will be held at
the Holiday Inn, 31 Hampshire Street,
Mansfield, MA 02048: telephone: (508)
339-2200; fax: (508) 339-1040.

Council address: New England
Fishery Management Council, 50 Water
Street, Mill 2, Newburyport, MA 01950.
FOR FURTHER INFORMATION CONTACT: Paul
J. Howard, Executive Director, New
England Fishery Management Council;
telephone: (978) 465—0492.

SUPPLEMENTARY INFORMATION: The
Oversight Committee and Advisory
Panel will begin developing draft
alternatives for Amendment 17, which
would revise regulations for small mesh
groundfish (whiting and red hake).
Included in the amendment will be
alternatives for annual catch limits
(ACLs) and accountability measures
(AMs), limited access, catch allocations,
and possibly measures to minimize
bycatch. A report from the Whiting PDT
will be given. Other related issues may
be discussed.

Although non-emergency issues not
contained in this agenda may come
before this group for discussion, those
issues may not be the subject of formal
action during this meeting. Action will
be restricted to those issues specifically
listed in this notice and any issues
arising after publication of this notice

that require emergency action under
section 305(c) of the Magnuson-Stevens
Act, provided the public has been
notified of the Council’s intent to take
final action to address the emergency.

Special Accommodations

This meeting is physically accessible
to people with disabilities. Requests for
sign language interpretation or other
auxiliary aids should be directed to Paul
J. Howard, Executive Director, at (978)
465-0492, at least 5 days prior to the
meeting date.

Authority: 16 U.S.C. 1801 et seq.
Dated: August 18, 2009.
Tracey L. Thompson,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. E9—-20097 Filed 8—-20-09; 8:45 am]
BILLING CODE 3510-22-S

COMMITTEE FOR PURCHASE FROM
PEOPLE WHO ARE BLIND OR
SEVERELY DISABLED

Procurement List: Additions and
Deletion

AGENCY: Committee for Purchase From
People Who Are Blind or Severely
Disabled.

ACTION: Additions to and deletion from
Procurement List.

SUMMARY: This action adds to the
Procurement List products and services
to be furnished by nonprofit agencies
employing persons who are blind or
have other severe disabilities, and
deletes from the Procurement List a
service previously furnished by such
agencies.

DATES: Effective Date: 9/21/2009.
ADDRESSES: Committee for Purchase
From People Who Are Blind or Severely
Disabled, Jefferson Plaza 2, Suite 10800,
1421 Jefferson Davis Highway,
Arlington, Virginia 22202-3259.

FOR FURTHER INFORMATION CONTACT:
Barry S. Lineback, Telephone: (703)
603-7740, Fax: (703) 603—0655, or e-
mail CMTEFedReg@AbilityOne.gov.

SUPPLEMENTARY INFORMATION:
Additions

On 6/19/2009 (74 FR 29187-29189)
and 6/26/2009 (74 FR 30531-30532), the
Committee for Purchase From People
Who Are Blind or Severely Disabled
published notices of proposed additions
and deletion to the Procurement List.

After consideration of the material
presented to it concerning capability of
qualified nonprofit agencies to provide
the products and services and impact of

the additions on the current or most
recent contractors, the Committee has
determined that the products and
services listed below are suitable for
procurement by the Federal Government
under 41 U.S.C. 46—48c and 41 CFR 51—
2.4.

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. The action will not result in any
additional reporting, recordkeeping or
other compliance requirements for small
entities other than the small
organizations that will furnish the
products and services to the
Government.

2. The action will result in
authorizing small entities to furnish the
products and services to the
Government.

3. There are no known regulatory
alternatives which would accomplish
the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 46—48c) in
connection with the products and
services proposed for addition to the
Procurement List.

End of Certification

Accordingly, the following products
and services are added to the
Procurement List:

Products

NSN: 7510-00-NIB-0877—Binder, 3 D-Ring,
100% Recycled 1” Black

NSN: 7510-00-NIB-0879—Binder, 3 D-Ring,
100% Recycled 2” Black

NSN: 7510-00-NIB-0880—Binder, 3 D-Ring,
100% Recycled 3” Black

NSN: 7510-00-NIB-0885—Binder, 3 D-Ring,
100% Recycled 1” Dark Green

NSN: 7510-00-NIB-0887—Binder, 3 D-Ring,
100% Recycled 2” Dark Green

NSN: 7510—-00-NIB-0888—Binder, 3 D-Ring,
100% Recycled 3" Dark Green

Coverage: A-List for the total Government
requirement as aggregated by the General
Services Administration.

NSN: 7510-00-NIB-0878—Binder, 3 D-Ring,
100% Recycled 1.5 Black

NSN: 7510-00-NIB-0881—Binder, 3 D-Ring,
100% Recycled 1" Blue

NSN: 7510-00-NIB-0882—Binder, 3 D-Ring,
100% Recycled 1.5” Blue

NSN: 7510-00-NIB-0883—Binder, 3 D-Ring,
100% Recycled 2”” Blue

NSN: 7510-00-NIB-0884—Binder, 3 D-Ring,
100% Recycled 3" Blue

NSN: 7510-00-NIB-0886—Binder, 3 D-Ring,
100% Recycled 1.5” Dark Green

Coverage: B-List for the broad Government
requirement as aggregated by the General
Services Administration.

NPA: South Texas Lighthouse for the Blind,
Corpus Christi, TX

Contracting Activity: Federal Acquisition
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Service, GSA/FSS OFC SUP CTR—Paper
Products, New York, NY.

NSN: 6545—00-NIB—-0088—Kit, Ambulance

NPA: Bosma Industries for the Blind, Inc.,
Indianapolis, IN

Contracting Activity: VETERANS AFFAIRS,
DEPARTMENT OF, NAC, HINES, IL.

Coverage: C-List for the total Department of
Veterans Affairs requirement.

NSN: 6545—-00-NIB-0091—Accelerate-OR B
Kit

NSN: 6545-00-NIB-0090—Accelerate-OR A
Kit

NSN: 6545—00-NIB-0089—Accelerate-OR M
Kit

NSN: 6545—00-NIB—0074—Accelerate-OR R
Kit

NPA: Bosma Industries for the Blind, Inc.,
Indianapolis, IN

Contracting Activity: VETERANS AFFAIRS,
DEPARTMENT OF, NAC, HINES, IL.

Coverage: C-List for the total Department of
Veterans Affairs requirement.

NSN: 7510-00-L98-0032—Tape, Pressure
Sensitive, Package Sealing 110yd

NSN: 7510-00-L98-0033—Tape, Pressure
Sensitive, Package Sealing 110yd

NSN: 7510-00-L98—-0037—Tape, Pressure
Sensitive, Package Sealing 110yd

NPA: Cincinnati Association for the Blind,
Cincinnati, OH

Contracting Activity: Defense Logistics
Agency, Defense Distribution Center,
New Cumberland, PA.

Coverage: C-list for the total Defense Logistics
Agency requirement.

NSN: 7530-01—418-1314—Folder, File,
Classification

NPA: The Clovernook Center for the Blind,
Cincinnati, OH

Contracting Activity: FEDERAL
ACQUISITION SERVICE, GSA/FSS OFC
SUP CTR—PAPER PRODUCTS, NEW
YORK, NY.

Coverage: A-List for the total Government
requirement as aggregated by the General
Services Administration.

Services:

Service Type/Location: Acquisition Support
Services, DCMA Headquarters, 6350
Walker Lane, Alexandria, VA.

NPA: Virginia Industries for the Blind,
Charlottesville, VA.

Contracting Activity: Defense Contract
Management Agency (DCMA),
Alexandria, VA.

Service Type/Location: Grounds Maintenance
Services, US Army Reserve Center at
Perimeter Park, 7077 Perimeter Park Dr,
Houston, TX.

NPA: On Our Own Services, Inc., Houston,
TX.

Contracting Activity: Dept. of the Army, XR
W6BB ACA Presidio of Monterey, CA.

Service Type/Location: Janitorial Services,
Coast Guard Island, Alameda, CA.

NPA: Calidad Industries, Inc., Oakland, CA.

Contracting Activity: U.S. Coast Guard, MLC
PacifiC (VPL), Alameda, CA.

Service Type/Location: Switchboard
Services, Minot Air Force Base, 211
Missile Ave., Minot AFB, ND.

NPA: MVW Services, Inc., Minot, ND.

Contracting Activity: DEPT OF THE AIR

FORCE, FA4528 5 CONS LGC, MINOT
AFB, ND.

Deletion

On 6/26/2009 (74 FR 30531-30532),
the Committee for Purchase From
People Who Are Blind or Severely
Disabled published notice of proposed
deletion from the Procurement List.

After consideration of the relevant
matter presented, the Committee has
determined that the service listed below
is no longer suitable for procurement by
the Federal Government under 41 U.S.C.
46—48c and 41 CFR 51-2.4.

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. The action will not result in
additional reporting, recordkeeping or
other compliance requirements for small
entities.

2. The action may result in
authorizing small entities to furnish the
service to the Government.

3. There are no known regulatory
alternatives which would accomplish
the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 46—48c) in
connection with the service deleted
from the Procurement List.

End of Certification

Accordingly, the following service is
deleted from the Procurement List:

Service:

Service Type/Location: Janitorial/Custodial,
U.S. Army Reserve Center, 950 New
Castle Road, Farrell, PA.

NPA: Unknown (No Performing Agency).

Contracting Activity: Dept of the Army, XR
W40M NATL Region Contract OFC,
Washington, DC.

Barry S. Lineback,

Director, Business Operations.

[FR Doc. E9—-20115 Filed 8-20-09; 8:45 am]
BILLING CODE 6353-01-P

COMMITTEE FOR PURCHASE FROM
PEOPLE WHO ARE BLIND OR
SEVERELY DISABLED

Procurement List Proposed Additions
and Deletion

AGENCY: Committee for Purchase From
People Who Are Blind or Severely
Disabled.

ACTION: Proposed additions to and
deletion from Procurement List.

SUMMARY: The Committee is proposing
to add to the Procurement List products

and services to be furnished by
nonprofit agencies employing persons
who are blind or have other severe
disabilities, and to delete a product
previously furnished by such agencies.

Comments Must Be Received on or
Before: September 21, 2009.

ADDRESSES: Committee for Purchase
From People Who Are Blind or Severely
Disabled, Jefferson Plaza 2, Suite 10800,
1421 Jefferson Davis Highway,
Arlington, Virginia 22202-3259.

For Further Information or to Submit
Comments Contact: Barry S. Lineback,
Telephone: (703) 603—-7740, Fax: (703)
603—0655, or e-mail
CMTEFedReg@AbilityOne.gov.

SUPPLEMENTARY INFORMATION: This
notice is published pursuant to 41 U.S.C
47(a) (2) and 41 CFR 51-2.3. Its purpose
is to provide interested persons an
opportunity to submit comments on the
proposed actions.

Additions

If the Committee approves the
proposed additions, the entities of the
Federal Government identified in this
notice for each product or service will
be required to procure the products and
services listed below from nonprofit
agencies employing persons who are
blind or have other severe disabilities.

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. If approved, the action will not
result in any additional reporting,
recordkeeping or other compliance
requirements for small entities other
than the small organizations that will
furnish the products and services to the
Government.

2. If approved, the action will result
in authorizing small entities to furnish
the products and services to the
Government.

3. There are no known regulatory
alternatives which would accomplish
the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 46—48c) in
connection with the products and
services proposed for addition to the
Procurement List.

Comments on this certification are
invited. Commenters should identify the
statement(s) underlying the certification
on which they are providing additional
information.

End of Certification

The following products and services
are proposed for addition to
Procurement List for production by the
nonprofit agencies listed:
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Products

NSN: 6660-00—-920—-3722—Rain Gauge, 4"

NPA: Productive Alternatives, Inc., Fergus
Falls, MN

Contracting Activity: Dept of Commerce,
Office of the Secretary/NOAA, Kansas,
MO.

Coverage: C-List for the requirements of the
Dept of Commerce, Office of the
Secretary/NOAA.

NSN: 6545—00-NSH-0032—Combat
Lifesavers Kit

NPA: ServiceSource, Inc., Alexandria, VA

Contracting Activity: Dept of the Navy,
Marine Corps Air Facility/Contracting
Office.

Coverage: C-List for the requirements of the
Dept of the Navy, Marine Corps Air
Facility/Contracting Office.

Services

Service Type/Location: Base Supply Center,
USDA, Headquarters, 1400
Independence Ave, SW., Washington,
DC.

NPA: Winston-Salem Industries for the
Blind, Winston-Salem, NC.

Contracting Activity: Dept of Agriculture—
USDA, Office of Operations,
Washington, DC.

Service Type/Location: Janitorial and
Grounds Maintenance Service, USDA—
ARS, 2000 E. Allen Rd, Tucson, AZ.

NPA: Beacon Group SW, Inc., Tucson, AZ.

Contracting Activity: Dept Of Agriculture—
USDA, Agricultural Research Service,
PWA Area Procurement Office, Albany,
CA.

Service Type/Locations: Custodial Services,
Bradford Facility, 5000 Bradford Drive,
Huntsville, AL.

Huntsville Warehouse, 151 Electronics
Blvd and 351 Electronics Blvd,
Huntsville, AL.

Wynn Facility, 106 Wynn Drive,
Huntsville, AL.

Cheverly Warehouse, 6340 Columbia Park
Road, Cheverly, MD.

Suffolk Facility, 5611 Columbia Pike,
Alexandria, VA.

Dahlgren Facilities, 17211 Avenue D,
Dahlgren, VA.

NPA: Huntsville Rehabilitation Foundation,
Huntsville, AL.

Contracting Activity: Dept of Defense, Missile
Defense Agency (MDA), Redstone
Arsenal, AL.

Service Type/Location: Receptionist and
Security Services, Lyng Service Center,
USDA NRCS California State Office, 430
G. Street, # 4164, Davis, CA.

NPA: Pacific Coast Community Services,
Richmond, CA.

Contracting Activity: Dept of Agriculture,
Natural Resources Conservation Service,
Soil Conservation Service, Davis, CA.

Deletion

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. If approved, the action will not
result in additional reporting,
recordkeeping or other compliance
requirements for small entities.

2. If approved, the action may result
in authorizing small entities to furnish
the product to the Government.

3. There are no known regulatory
alternatives which would accomplish
the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 46—48c) in
connection with this product proposed
for deletion from the Procurement List.

End of Certification

The following product is proposed for
deletion from the Procurement List:

Product
NSN: 7530-00-731-5363—Paper, Tabulating

Machine.

NPA: Tarrant County Association for the
Blind, Fort Worth, TX.

Contracting Activity: GSA/FSS OFC SUP
CTR—Paper Products, New York, NY.

Barry S. Lineback,

Director, Business Operations.

[FR Doc. E9—20116 Filed 8—20-09; 8:45 am)]
BILLING CODE 6353-01-P

DEPARTMENT OF DEFENSE
Office of the Secretary

[Transmittal Nos. 09-35]

36(b)(1) Arms Sales Notification

AGENCY: Department of Defense, Defense
Security Cooperation Agency.

ACTION: Notice.

SUMMARY: The Department of Defense is
publishing the unclassified text of a
section 36(b)(1) arms sales notification.
This is published to fulfill the
requirements of section 155 of Public
Law 104-164 dated 21 July 1996.

FOR FURTHER INFORMATION CONTACT: Ms.
B. English, DSCA/DBO/CFM, (703) 601—
3740.

The following is a copy of a letter to
the Speaker of the House of
Representatives, Transmittals 09—-35
with attached transmittal, policy
justification, and Sensitivity of
Technology.

Dated: August 12, 2009.

Patricia L. Toppings,

OSD Federal Register Liaison Officer,
Department of Defense.

BILLING CODE 5001-06-M
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DEFENSE SECURITY COOPERATION AGENCY
201 12TH STREET SOUTH, STE 203
ARLINGTON, VA 22202-5408

AUG 06 2009

The Honorable Nancy Pelosi
Speaker

U.S. House of Representatives
Washington, DC 20515-6501
Dear Madam Speaker:

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms Export
Control Act, as amended, we are forwarding herewith Transmittal No. 09-35,
concerning the Department of the Navy’s proposed Letter(s) of Offer and
Acceptance to Brazil for defense articles and services estimated to cost $7 billion.

After this letter is delivered to your office, we plan to issue a press statement to

notify the public of this proposed sale.

Sincerely,
wAN. Mg
Beth M. McCormick
Deputy Director

Enclosures:

1. Transmittal

2. Policy Justification

3. Sensitivity of Technology



Federal Register/Vol. 74, No. 161/Friday, August 21, 2009/ Notices 42237

Transmittal No. 09-35

Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act, as amended

(i)  Prospective Purchaser: Brazil

(ii) Total Estimated Value:
Major Defense Equipment* $3.0 billion
Other $4.0 billion
TOTAL $7.0 billion

(iii) Description and Quantity or Quantities of Articles or Services under
Consideration for Purchase: 28 F/A-18E Super Hornet Aircraft, 8 F/A-

18F Super Hornet Aircraft, 72 F414-GE-400 installed engines, 4 F414-GE-
400 spare engines, 36 AN/APG-79 Radar Systems, 36 M61A2 20mm Gun
Systems, 36 AN/ALR-67(V)3 Radar Warning Receivers, 144 LAU-127
Launchers, 44 Joint Helmet Mounted Cueing Systems (JHMCS), 28 AIM-
120C-7 Advanced Medium Range Air-to-Air Missiles (AMRAAM), 28
AIM-9M SIDEWINDER Missiles, 60 GBU-31/32 Joint Direct Attack
Munitions (JDAM), 36 AGM-154 Joint Standoff Weapons (JSOW), 10
AGM-88B HIGH-SPEED ANTIRADIATION Missiles (HARM), and 36
AN/ASQ-228 (V2) Advanced Targeting Forward-Looking Infrared
(ATFLIR) Pods. Also included are 36 AN/ALQ-214 Radio Frequency
Countermeasures. 40 AN/ALE-47 Electronic Warfare Countermeasures
Systems, 112 AN/ALE-50 Towed Decoys, Joint Mission Planning System,
support equipment, spare and repair parts, personnel training and
training equipment, ferry and tanker support, flight test, software
support, publications and technical documents, U.S. Government and
contractor engineering, technical and logistics support services, and other
related elements of logistics and program support.

(iv) Military Department: Navy (SDH)

* gs defined in Section 47(6) of the Arms Export Control Act.
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(v) Prior Related Cases, if any: none

(vi) Sales Commission, Fee, etc., Paid, Offered, or Agreed to be Paid: none

(vii) Sensitivity of Technology Contained in the Defense Article or Defense
Services Proposed to be Sold: See Annex attached

(viii) Date Report Delivered to Congress: AUG 06 2009
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POLICY JUSTIFICATION
Brazil — F/A-18E/F Super Hornet Aircraft

The Government of Brazil has requested proposals from several foreign suppliers,
including the United States, to provide the next generation fighter for the Brazilian Air
Force. In this “FX-2** competition, the Government of Brazil has yet to select the United
States Navy-Boeing proposal. This notification is being made in advance of receipt of a
letter of request so that, in the event that the US Navy-Boeing proposal is selected, the
United States might move as quickly as possible to implement the sale. If the
Government of Brazil selects the U.S. Navy-Boeing proposal, the Government of Brazil
will request a possible sale of 28 F/A-18E Super Hornet Aircraft, 8 F/A-18F Super
Hornet Aircraft, 72 F414-GE-400 installed engines, 4 F414-GE-400 spare engines, 36
AN/APG-79 Radar Systems, 36 M61A2 20mm Gun Systems, 36 AN/ALR-67(V)3 Radar
Warning Receivers, 144 LAU-127 Launchers, 44 Joint Helmet Mounted Cueing Systems
(JHMCS), 28 AIM-120C-7 Advanced Medium Range Air-to-Air Missiles (AMRAAM),
28 AIM-9M SIDEWINDER Missiles, 60 GBU-31/32 Joint Direct Attack Munitions
(JDAM), 36 AGM-154 Joint Standoff Weapons (JSOW), 10 AGM-88B HARM Missiles,
and 36 AN/ASQ-228 (V2) Advanced Targeting Forward-Looking Infrared (ATFLIR)
Pods. Also included are 36 AN/ALQ-214 Radio Frequency Countermeasures. 40
AN/ALE-47 Electronic Warfare Countermeasures Systems, 112 AN/ALE-50 Towed
Decoys, Joint Mission Planning System, support equipment, spare and repair parts,
personnel training and training equipment, ferry and tanker support, flight test,
software support, publications and technical documents, U.S. Government and
contractor engineering, technical and logistics support services, and other related
elements of logistics and program support. The estimated cost is $7.0 billion.

This proposed sale will contribute to the foreign policy and national security of the
United States by helping to improve the security of a friendly country that has been, and
continues to be, an important force for political stability and economic progress in South
America.

Brazil needs these aircraft to meet current and future threats. The proposed sale of F/A-
18E/F aircraft will enhance Brazil’s tactical aviation capabilities. An increase in
capability will be accrued primarily due to the larger number of aircraft and the larger
range and endurance of the F/A-18E/F. Brazil will have no difficulty absorbing these
aircraft into its aircraft inventory.

The proposed sale of this equipment and support will not alter the basic military balance
in the region.
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The principal contractors will be:

The Boeing Company St. Louis, Missouri

General Electric Aircraft Engines Lynn, Massachusetts
Northrup Grumman Corporation El Segundo, California
Raytheon Corporation El Segundo, California
Lockheed Martin Bethesda, Maryland

There are no known offset agreements proposed in connection with this potential sale.

Implementation of this sale will require approximately eight contractor representatives
to provide technical and logistics support in Brazil for twe years. U.S. Government and
contractor representatives will also participate in program management and technical
reviews for one-week intervals twice semi-annually.

There will be no adverse impact on U.S. defense readiness as a result of this proposed
sale.
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Transmittal No. 09-35

Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act

Annex
Item No. vii

(vii) Sensitivity of Technology:

1. The F/A-18E/F Super Hornet is a single- and two-seat, twin engine, multi-
mission fighter/attack aircraft that can operate from either aircraft carriers or land
bases. The F/A-18 fills a variety of roles: air superiority, fighter escort, suppression of
enemy air defenses, reconnaissance, forward air control, close and deep air support, and
day and night strike missions. The F/A-18E/F Weapon System is considered Secret.

a. The AN/APG-79 Active Electronically Scanned Array Radar System is
classified Secret. The radar provides the F/A-18 aircraft with all-weather, multi-mission
capability for performing air-to-air and air-to-ground targeting and attack. Air-to-air
modes provide the capability for all-aspect target detection, long-range search and track,
automatic target acquisition, and tracking of multiple targets. Air-to-surface attack
modes provide high-resolution ground mapping navigation, weapon delivery, and sensor
cueing, The system component hardware (Antenna, Transmitter, Radar Data Processor,
and Power Supply) is Unclassified. The Receiver-Exciter hardware is Confidential. The
radar Operational Flight Program (OFP) is classified Secret. Documentation provided
with the AN/APG-79 radar set is classified Secret.

b. The AN/ALR-67(V)3 Electric Warfare Countermeasures Receiving Set is
classified Confidential. The AN/ALR-67(V)3 provides the F/A-18F aircrew with radar
threat warnings by detecting and evaluating friendly and hostile radar frequency threat
emitters and providing identification and status information about the emitters to on-
board Electronic Warfare (EW) equipment and the aircrew. The OFP and User Data
Files (UDF) used in the AN/ALR-67(V)3 are classified Secret. Those software programs
contain threat parametric data used to identify and establish priority of detected radar
emitters.
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¢. The AN/ALE-47 Countermeasures Dispensing Systems is classified Secret.
The AN/ALE-47 is a threat-adaptive dispensing system that dispenses chaff, flares, and
expendable jammers for self-protection against airborne and ground-based Radio
Frequency and Infrared threats. The AN/ALE-47 Programmer is classified Confidential.
The OFP and Mission Data Files used in the AN/ALE-47 are classified Secret. Those
software programs contain algorithms used to calculate the best defense against specific
threats.

d. The AN/APX-111 Combined Interrogator/Transponder (CIT)
Identification Friend or Foe (IFF) System is classified Secret. The requirement is to
upgrade Brazil’s Combined Interrogator Transponder (CIT) AN/APX-111 (V) IFF
system software to implement Mode Select (Mode S) capabilities. Beginning in early
2005 EUROCONTROL mandated the civil community in Europe to transition to a Mode
S only system and for all aircraft to be compliant by 2009. The Mode S Beacon System is
a combined data link and Secondary Surveillance Radar (SSR) system that was
standardized in 1985 by the International Civil Aviation Organization (ICAO). Mode S
provides air surveillance using a data link with a permanent unique aircraft address.
Selective Interrogation provides higher data integrity, reduced RF interference levels,
increased air traffic capacity, and adds air-to-ground data link.

e. The Solid State Recorder (SSR) capabilities will add Electro-
optical/Infrared (EO/IR) Imagery to the existing Cockpit Video Recording System
(CVRS). Use of SSR technology will overcome numerous obsolescence issues with the
existing CVRS, provides greater memory capacity, and allows for future network centric
operations such as real-time/near-real time imagery in/out of cockpit.

f. The Joint Helmet Mounted Cueing System (JHMCS) is a modified HGU-
55/P helmet that incorporates a visor-projected Heads-Up Display (HUD) to cue weapons
and aircraft sensors to air and ground targets. In close combat, a pilot must currently
align the aircraft to shoot at a target. JHMCS allows the pilot to simply look at a target
to shoot. This system projects visual targeting and aircraft performance information on
the back of the helmet's visor, enabling the pilot to monitor this information without
interrupting his field of view through the cockpit canopy, the system uses a magnetic
transmitter unit fixed to the pilot's seat and a magnetic field probe mounted on the
helmet to define helmet pointing positioning. A Helmet Vehicle Interface (HVI) interacts
with the aircraft system bus to provide signal generation for the helmet display. This
provides significant improvement for close combat targeting and engagement.
Hardware is Unclassified; technical data and documents are classified up to Secret.

g. The AN/AAQ-28 Litening Targeting Pod is classified Secret. Litening is a
targeting pod integrated and mounted externally to the aircraft. The targeting pod
contains a high-resolution, forward-looking infrared sensor (FLIR) that displays an
infrared image of the target to the aircrew; it has a wide field of view search capability
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and a narrow field of view acquisition/targeting capability of battlefield-sized targets.
The pod contains a charged coupled device (CCD-TV) camera used to obtain target
imagery in the visible portion of the electromagnetic spectrum. An on-gimbal inertial
navigation sensor has established line-of-sight and automatic bore sighting capability.
The pod is equipped with a laser designator for precise delivery of laser-guided
munitions, a laser rangefinder provides information for various avionics systems, for
example, navigation updates, weapon deliveries and target updates. The targeting pod
includes an automatic target tracker to provide fully automatic stabilized target tracking
at altitudes, airspeeds and slant ranges consistent with tactical weapons delivery
maneuvers. These features simplify the functions of target detection and recognition,
and permit attack of targets with precision-guided weapons on a single pass.

h. The Joint Mission Planning System (JMPS) is Secret. JMPS will provide
mission planning capability for support of military aviation operations. It will also
provide support for unit-level mission planning for all phases of military flight
operations and have the capability to provide necessary mission data for the aircrew,
JMPS will support the downloading of data to electronics data transfer devices for
transfer to aircraft and weapon systems. A JMPS for a specific aircraft type will consist
of basic planning tools called the Joint Mission Planning Environment (JMPE) mated
with a Unique Planning Component (UPC) provided by the aircraft program. In
addition, UPCs will be required for specific weapons, communication devices, and
moving map displays. The JMPS will be tailored to the specific releasable configuration
for the F/A-18 Super Hornet.

i. The AIM-9M SIDEWINDER Missile is classified Secret. AIM-9M
Sidewinder is a launch and leave, air combat missile that uses passive infrared (IR)
energy for acquisition and tracking, which can be employed in near beyond visual range
(NBVR) and within visual range (WVR) arenas. It has high off-boresight capability for
use with the Joint Helmet Mounted Cueing System (JHMCS). The AIM-9M has a highly
agile airframe with a fifth-generation seeker and thrust vectoring control provide
unprecedented performance.

j. The AGM-154C Joint Standoff Weapon (JSOW) is classified Secret.
AGM-154C (Formerly Advanced Interdiction Weapon System) is intended to provide a
low cost, highly lethal glide weapon with a standoff capability. JSOW family of
kinematically efficient, air-to-surface glide weapons, in the 1,000-1b class, provides
standoff capabilities from 15 nautical miles (low altitude launch) to 40 nautical miles
(high altitude launch), The JSOW will be used against a variety of land and sea targets
and will operate from ranges outside enemy point defenses. The JSOW is a launch and
leave weapon that employs a tightly coupled Global Position System (GPS)/Inertial
Navigation System (INS), and is capable of day/night and adverse weather operations.
The JSOW uses inertial and global positioning system for midcourse navigation and
imaging infrared and data link for terminal homing. The JSOW is just over 13 feet in
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length and weighs between 1000-1500 pounds. Extra flexibility has been engineered into
the AGM-154C by its modular design, which allows several different sub munitions,
unitary warheads, or non-lethal payloads to be carried. The JSOW will be delivered in
three variants, each of which uses a common air vehicle, or truck, while substituting
various payloads.

k. The GBU-31/32 Joint Direct Attack Munition (JDAM) is classified Secret.
The JDAM is a tail kit that converts existing unguided free fall bombs into accurate,
adverse weather “smart” munitions. With the addition of a new tail section that contains
an inertial navigational system and a global positioning system guidance control unit,
JDAM improves accuracy of unguided, general purpose bombs in any weather condition.
JDAM is a guided air-to-surface weapon that uses either the 2,000-pound BLU-109/MK
84, the 1,000-pound BLU-110/MK 83 or the 500-pound BLU-111 MK 82 warhead as the
payload. JDAM enables employment of accurate air-to-surface weapons against high
priority fixed and relocatable targets from fighter and bomber aircraft. Guidance is
facilitated through a tail control system and a GPS-aided INS. The navigation system is
initialized by transfer alignment from the aircraft that provides position and velocity
vectors from the aircraft systems. JDAM can be launched from a very low to very high
altitudes in a dive, toss or loft and in straight and level flight with an on-axis or off-axis
delivery. JDAM enables multiple weapons to be directed against single or multiple
targets on a single pass.

l. The AGM-88 HIGH-SPEED ANTIRADIATION Missile (HARM) is a
supersonic air-to-surface tactical missile designed to seek and destroy enemy radar-
equipped air defense systems. The AGM-88 can detect, attack and destroy a target with
minimum aircrew input. Guidance is provided through reception of signals emitted from
a ground-based threat radar. It has the capability of discriminating a single target from
a number of emitters in the environment. The proportional guidance system that homes
in on enemy radar emissions has a fixed antenna and seeker head in the missile nose. A
smokeless, solid-propellant, dual-thrust rocket motor propels the missile. The weapon
system has the capability of detecting, acquiring, displaying, and selecting a radiating
threat and launching a missile or missiles. The HARM Missile receives target
parameters from the launch aircraft prior to launch. The HARM Missile uses these
parameters and relevant attitude data to process incoming RF energy to acquire and
guide the HARM Missile to the desired target. The HARM missile has a terminal
homing capability that provides a launch and leave capability for the launch aircraft.
Additional unique features include the high speed, low smoke, rocket motor and seeker
sensitivity that enable the missile to easily attack sidelobes and backlobes of an emitter.

2.  If a technologically advanced adversary were to obtain knowledge of the
specific hardware or software in this proposed sale, the information could be used to
develop countermeasures which might reduce weapon system effectiveness or be used in
the development of a system with similar or advance capabilities.
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[FR Doc. E9-20004 Filed 8—20—-09; 8:45 am]
BILLING CODE 5001-06-C

ACTION: Notice.

DEPARTMENT OF DEFENSE

Office of the Secretary
[Transmittal Nos. 09-33]
36(b)(1) Arms Sales Notification

AGENCY: Department of Defense, Defense
Security Cooperation Agency.

SUMMARY: The Department of Defense is
publishing the unclassified text of a
section 36(b)(1) arms sales notification.
This is published to fulfill the
requirements of section 155 of Public
Law 104-164 dated 21 July 1996.

FOR FURTHER INFORMATION CONTACT: Ms.
B. English, DSCA/DBO/CFM, (703) 601—
3740.

The following is a copy of a letter to
the Speaker of the House of
Representatives, Transmittals 09—-33
with attached transmittal, policy
justification, and Sensitivity of
Technology.

Dated: August 12, 2009.
Patricia L. Toppings,

OSD Federal Register Liaison Officer,
Department of Defense.

BILLING CODE 5001-06-M
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DEFENSE SECURITY COOPERATION AGENCY
201 12TH STREET SOUTH, STE 203
ARLINGTON, VA 22202-5408

AUG 0 3 2008

The Honorable Nancy Pelosi
Speaker

U.S. House of Representatives
Washington, DC 20515-6501
Dear Madam Speaker:

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms Export
Control Act, as amended, we are forwarding herewith Transmittal No. 09-33,
concerning the Department of the Air Force’s proposed Letter(s) of Offer and
Acceptance to the Hashemite Kingdom of Jordan for defense articles and services

estimated to cost $131 million. After this letter is delivered to your office, we plan to

issue a press statement to notify the public of this proposed sale.

Director

Enclosures:

1. Transmittal

2. Policy Justification

3. Sensitivity of Technology

4. Regional Balance (Classified Document Provided Under Separate Cover)

Same Itr to:
House Senate
Committee on Foreign Affairs Committee on Foreign Relations
Committee on Armed Services Committee on Armed Services

Committee on Appropriations Committee on Appropriations
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®
(ii)

(i)

(iv)
v)
(vi)

(vii)

(viii)

Transmittal No. 09-33
Notice of Proposed Issuance of Letter of Offer

Pursuant to Section 36(b)(1)
of the Arms Export Control Act, as amended (U)

Prospective Purchaser: Jordan

Total Estimated Value:
Major Defense Equipment* $ 94 million
Other $ 37 million
TOTAL $131 million

Description and Quantity or Quantities of Articles or Services under
Consideration for Purchase: 85 AIM-120C-7 Advanced Medium Range Air-

to-Air Missiles (AMRAAM), 6 120C Captive Air Training Missiles, missile
containers, spare and repair parts, support and test equipment, publications
and technical documentation, personnel training and training equipment, U.S.
Government and contractor engineering, technical and logistics support
services, and other related elements of logistical and program support.

Military Department: Air Force (YAC)

Prior Related Cases, if any: FMS case YJD-$14M-15Apr05

Sales Commission, Fee, etc., Paid, Offered, or Agreed to be Paid: none

Sensitivity of Technology Contained in the Defense Article or Defense Services
Proposed to be Sold: See annex attached

Date Report Delivered to Congress: AUG 03 2009

* as defined in Section 47(6) of the Arms Export Control Act.
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POLICY JUSTIFICATION
Jordan — AIM-120C-7 AMRAAM Missiles

The Government of Jordan has requested a possible sale of 85 AIM-120C-7 Advanced
Medium Range Air-to-Air Missiles (AMRAAM), 6 120C Captive Air Training Missiles,
missile containers, spare and repair parts, support and test equipment, publications
and technical documentation, personnel training and training equipment, U.S.
Government (USG) and contractor engineering, technical and logistics support
services, and other related elements of logistical and program support. The estimated
cost is $131 million.

The proposed sale will enhance the foreign policy and national security objectives of
the United States by improving the security of a key regional partner who has proven
to be a vital force for political stability and peace in the Middle East.

The proposed sale will improve Jordan’s capability to meet current and future threats
of enemy air-to-air weapons. Jordan will use the enhanced capability as a deterrent to
regional threats and to strengthen its homeland defense. Jordan will have no difficulty
absorbing these additional missiles.

The proposed sale of this equipment and support will not alter the basic military
balance in the region.

The prime contractor will be the Raytheon Corporation of Tucson, Arizona. There are
no known offset agreements proposed in connection with this potential sale.

Implementation of this proposed sale will require bi-annual trips to Jordan involving
up to six (6) U.S. Government and four (4) contractor representatives for one-week
intervals for program management reviews.

There will be no adverse impact on U.S. defense readiness as a result of this proposed
sale.
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Transmittal No. 09-33

Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act

Annex -
Item No. vii

(vii) Sensitivity of Technology:

1. The AIM-120C-7 Advanced Medium Range Air-to-Air Missile (AMRAAM)
is a new generation air-to-air missile. The hardware, including the missile guidance
section, is classified Confidential. State-of-the-art technology is used in the missile to
provide it with unique beyond-visual-range capability. Significant AIM-120C-7
features include a target detection device with embedded electronic countermeasures,
an electronics unit within the guidance section that performs all radar signal
processing, mid-course and terminal guidance, flight control, target detection, and
warhead burst point determination. Anti-tampering security measures have been
incorporated to prevent exploitation of the AMRAAM software.

2. If a technologically advanced adversary were to obtain knowledge of the
specific hardware and software elements, the information could be used to develop
countermeasures that might reduce weapon system effectiveness or be used in the
development of a system with similar or advanced capabilities.
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[FR Doc. E9-20005 Filed 8—20-09; 8:45 am]
BILLING CODE 5001-06-C

ACTION: Notice.

DEPARTMENT OF DEFENSE
Office of the Secretary
[Transmittal Nos. 09-45]

36(b)(1) Arms Sales Notification

AGENCY: Department of Defense, Defense
Security Cooperation Agency.

SUMMARY: The Department of Defense is
publishing the unclassified text of a
section 36(b)(1) arms sales notification.
This is published to fulfill the
requirements of section 155 of Public
Law 104-164 dated 21 July 1996.

FOR FURTHER INFORMATION CONTACT: Ms.
B. English, DSCA/DBO/CFM, (703) 601—
3740.

The following is a copy of a letter to
the Speaker of the House of
Representatives, Transmittals 09—45
with attached transmittal and policy
justification.

Dated: August 12, 2009.
Patricia L. Toppings,

OSD Federal Register Liaison Officer,
Department of Defense.

BILLING CODE 5001-06-M
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DEFENSE SECURITY COOPERATION AGENCY

201 12" STREET SOUTH, STE 203
ARLINGTON, VA 22202-5408

AUG 06 2009

The Honorable Nancy Pelosi
Speaker

U.S. House of Representatives
Washington, DC 20515

Dear Madam Speaker:

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms
Export Control Act, as amended, we are forwarding herewith Transmittal No.
09-45, concerning the Department of the Army’s proposed Letter(s) of Offer and
Acceptance to The Netherlands for defense articles and services estimated to cost

$181 million. After this letter is delivered to your office, we plan to issue a press

statement to notify the public of this proposed sale.

Sincerély,
s Beth M. McCormick
2. Policy Justification Deputy Director
Same Itr to:
House Senate
Committee on Foreign Affairs Committee on Foreign Relations
Committee on Armed Services Committee on Armed Services

Committee on Appropriations Committee on Appropriations
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(iv)
)
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Transmittal Ne. 09-45
Notice of Proposed Issuance of Letter of Offer

Pursuant to Section 36(b)(1)
Of the Arms Export Control Act, as amended

Prospective Purchaser: The Netherlands

Total Estimated Value:
Major Defense Equipment*  $ 123 million

Other $ 58 million
TOTAL $ 181 million

Description and Quantity or Quantities of Articles or Services under

Consideration for Purchase: modification kits to upgrade 29 AH-64D
APACHE Block I Helicopters to Block II configuration, support
equipment, spare and repair parts, tools and test equipment, personnel
training and training equipment, publications and technical
documentation, engineering change proposals, contractor technical and
logistics personnel services, and other related elements of logistics support.

Military Department: Army (WES)
Prior Related Cases:

FMS Case VXC - $688 million - 24 May 95
FMS Case WBW -$108 million — 19 Dec 03

Sales Commissions, Fee, etc. Paid, Offered, or Agreed to be Paid: none

Sensitivity of Technology Contained in the Defense Article or defense
Services to be Sold: See Attached Annex.

(viii) Date Report Delivered to Congress:  AUG 06 2008

* as defined in Section 47(6) of the Arms Export Control Act.
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POLICY JUSTIFICATION
The Netherlands — Upgrade AH-64D APACHE Block I Helicopters to Block

I

The Government of The Netherlands has requested a possible sale of
modification kits to upgrade its 29 AH-64D APACHE Block I Helicopters to
Block II configuration, support equipment, spare and repair parts, tools and test
equipment, personnel training and training equipment, publications and technical
documentation, engineering change proposals, contractor technical and logistics
personnel services, and other related elements of logistics support. The estimated
cost is $181 million.

This proposed sale contributes to the foreign policy and national security
objectives of the U.S. by improving the military capabilities of The Netherlands
and enhancing standardization and interoperability with U.S. forces. The
Netherlands is a NATO ally and an active U.S. partner in Overseas Contingency
Operations in both Iraq and Afghanistan.

The Netherlands needs these upgrades to enhance its AH-64 fleet
capabilities. Having the same aircraft configuration as the U.S. would greatly
contribute to its military capability, making it a more capable and sustainable
coalition force to support Overseas Contingency Operations. The Netherlands
has the ability to use and maintain these helicopters as evidenced by their
operating previous AH-64 configurations. The Netherlands, which already has
the AH-64 APACHE in its inventory, will have no difficulty absorbing and
utilizing these enhanced helicopters into its armed forces.

The proposed sale of this equipment and support will not alter the basic
military balance in the region.

The prime contractor will be Boeing Corporation of Mesa, Arizona. There
are offset agreements proposed in connection with this sale.

Implementation of this proposed sale will require four contractor
representatives in The Netherlands to conducting training for a period of two
weeks.

There will be no adverse impact on U.S. defense readiness as a result of this
proposed sale.
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[FR Doc. E9-20006 Filed 8—20-09; 8:45 am]
BILLING CODE 5001-06-C

DEPARTMENT OF DEFENSE
Office of the Secretary
[Transmittal Nos. 09-49]

36(b)(1) Arms Sales Notification

AGENCY: Department of Defense, Defense
Security Cooperation Agency.

ACTION: Notice.

SUMMARY: The Department of Defense is
publishing the unclassified text of a
section 36(b)(1) arms sales notification.
This is published to fulfill the
requirements of section 155 of Public
Law 104-164 dated 21 July 1996.

FOR FURTHER INFORMATION CONTACT: Ms.
B. English, DSCA/DBO/CFM, (703) 601—
3740.

The following is a copy of a letter to
the Speaker of the House of
Representatives, Transmittals 09—-49
with attached transmittal, policy
justification, and Sensitivity of
Technology.

Dated: August 12, 2009.
Patricia L. Toppings,

OSD Federal Register Liaison Officer,
Department of Defense.
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DEFENSE SECURITY COOPERATION AGENCY

201 12TH STREET SOUTH, STE 203
ARLINGTON, VA 22202-5408

AUG 06 2009
The Honorable Nancy Pelosi

Speaker

U.S. House of Representatives

Washington, DC 20515-6501

Dear Madam Speaker:

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms Export
Control Act, as amended, we are forwarding herewith Transmittal No. 09-49,
concerning the Department of the Army’s proposed Letter(s) of Offer and
Acceptance to Thailand for defense articles and services estimated to cost $150

million. After this letter is delivered to your office, we plan to issue a press

statement to notify the public of this proposed sale.

Sincerely, W
Beth M. McCormick
Deputy Director
Enclosures:
1. Transmittal
2. Policy Justification
3. Sensitivity of Technology
Same Itr to:
House Senate
Committee on Foreign Affairs Committee on Foreign Relations
Committee on Armed Services Committee on Armed Services
Committee on Appropriations Committee on Appropriations
y
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(vi)

(vii)

(viii)

Transmittal No. 09-49
Notice of Proposed Issuance of Letter of Offer

Pursuant to Section 36(b)(1)
of the Arms Export Control Act, as amended

Prospective Purchaser: Thailand

Total Estimated Value:

Major Defense Equipment* $100 million
Other $_50 million
TOTAL $150 million

Description and Quantity or Quantities of Articles or Services under
Consideration for Purchase: 3 UH-60L. BLACK HAWK helicopters

with 6 T-700-GE-701D engines with C controls, AN/APX 100 (V)
Identification Friend or Foe Mark XII Transponder Set or suitable
substitute/commercial equivalent, warranties, internal hoist kits, spare
and repair parts, tools and support equipment, publications and
technical data, personnel training and training equipment, U.S.
Government and contractor engineering and technical support services,
and other related elements of logistics support.

Military Department: Army (UAB)

Prior Related Cases, if any:
FMS case WEB-$19.5M-20Nov00

FMS case WEM-$9.4M-90c¢t01
FMS case WES-$24.5M-30ct02
FMS case WEZ-$25.3M-140¢t03
FMS case JDG-$7.1M=-200¢t00

Sales Commission. Fee, etc.. Paid, Offered, or Agreed to be Paid: None

Sensitivity of Technolggz‘Contained in the Defense Article or Defense
Services Proposed to be Sold: See Annex attached

Date Report Delivered to Congress: pyG 06 2008

* as defined in Section 47(6) of the Arms Export Control Act.
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POLICY JUSTIFICATION

Thailand - UH-60L. BLACK HAWK Helicopters

The Government of Thailand has requested a possible sale of 3 UH-60L. BLACK
HAWK helicopters with 6 T-700-GE-701D engines with C controls, AN/APX 100 (V)
Identification Friend or Foe Mark XII Transponder Set or suitable
substitute/commercial equivalent, warranty, internal hoist kits, spare and repair
parts, tools and support equipment, publications and technical data, personnel
training and training equipment, U.S. Government and contractor engineering and
technical support services and other related elements of logistics support. The
estimated cost is $150 million.

This proposed sale will contribute to the foreign policy and national security of the
United States by helping to improve the security of a major non-NATO ally.

Thailand needs these helicopters to fulfill its strategic commitments for search and
rescue and self-defense within the region without being dependent upon assistance
from other countries. This proposed sale will upgrade its air mobility capability and
provide for the defense of vital installations and close air support for ground forces.
Thailand, which already has UH-60s in its inventory, will have no difficulty
absorbing these helicopters into its armed forces.

The proposed sale of this equipment and support will not alter the basic military
balance in the region.

The principal contractor will be Sikorsky Aircraft Corporation of Stratford,
Connecticut. There are no known offset agreements proposed in connection with
this potential sale.

Implementation of this proposed sale will require the assignment of one contractor
representative to Thailand for two years.

There will be no adverse impact on U.S. defense readiness as a result of this
proposed sale.
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Transmittal No, 09-49

Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act

Annex
Item No. vii

(vii) Sensitivity of Technology:

1. The UH-60L BLACK HAWK weapon system contains communications and
identification equipment, navigation equipment, displays and sensors. The aircraft
itself does not contain sensitive technology. The highest level of classified
information required to be released for training, operation, and maintenance of the
BLACK HAWK helicopter is Confidential. The highest level that could be revealed
through reverse engineering or testing of the end item is Confidential.

2.  If a technologically advanced adversary were to obtain knowledge of the
specific hardware or software in this proposed sale, the information could be used to
develop countermeasures which might reduce weapon system effectiveness or be
used in the development of a system with similar or advanced capabilities.
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BILLING CODE 5001-06-M
[FR Doc. E9—20019 Filed 8—20-09; 8:45 am]
BILLING CODE 5001-06—C

ACTION: Notice.

DEPARTMENT OF DEFENSE
Office of the Secretary

[Transmittal Nos. 09-52]

36(b)(1) Arms Sales Notification

AGENCY: Department of Defense, Defense
Security Cooperation Agency.

SUMMARY: The Department of Defense is
publishing the unclassified text of a
section 36(b)(1) arms sales notification.
This is published to fulfill the
requirements of section 155 of Public
Law 104-164 dated 21 July 1996.
FOR FURTHER INFORMATION CONTACT: Ms.
B. English, DSCA/DBO/CFM, (703) 601—
3740.

The following is a copy of a letter to
the Speaker of the House of

Representatives, Transmittals 09-52
with attached transmittal, policy
justification, and sensitivity of
technology.

Dated: August 12, 2009.
Patricia L. Toppings,

OSD Federal Register Liaison Officer,
Department of Defense.
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DEFENSE SECURITY COOPERATION AGENCY

201 12TH STREET SOUTH, STE 203
ARLINGTON, VA 22202-5408

AUG 06 2008
The Honorable Nancy Pelosi

Speaker

U.S. House of Representatives

Washington, DC 20515-6501

Dear Madam Speaker:

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms Export
Control Act, as amended, we are forwarding herewith Transmittal No. 09-52,
concerning the Department of the Navy’s proposed Letter(s) of Offer and
Acceptance to the Republic of Korea for defense articles and services estimated to

cost $41 million. After this letter is delivered to your office, we plan to issue a press

statement to notify the public of this proposed sale.

Sincerely, MM
Beth M. McCormick
Deputy Director
Enclosures:
1. Transmittal
2. Policy Justification
3. Sensitivity of Technology
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(ii)

(iif)

(iv)
v)

(vi)

(vii)

(viii)

Transmittal No. 09-52
Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act, as amended

Prospective Purchaser: Republic of Korea

Total Estimated Value:

Major Defense Equipment* $ 38 million
Other $__3 million
TOTAL $ 41 million

Description and Quantity or Quantities of Articles or Services under
Consideration for Purchase: 55 All-Up-Round AIM-9X SIDEWINDER

Missiles, 12 AIM-9X SIDEWINDER Captive Air Training Missiles
(CATMs), 2 AIM-9X CATM Missile Guidance Units, missile containers,
missile modifications, test and support equipment, spare and repair parts,
personnel training and training equipment, publications and technical data,
U.S. Government and contractor technical assistance and other related
logistics support.

Military Department: Navy (AJW)

Prior Related Cases, if any:
FMS case AIL-$35M-01]Jul02

FMS case AJR-$42M-08Nov(7

Sales Commission, Fee, etc., Paid, Offered, or Agreed to be Paid: None

Sensitivity of Technology Contained in the Defense Article or Defense
Services Proposed to be Sold: See Annex attached

Date Report Delivered to Congress: AUG 06 2003

* as defined in Section 47(6) of the Arms Export Control Act.
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POLICY JUSTIFICATION
Republic of Korea — AIM-9X SIDEWINDER Missiles

The Republic of Korea (ROK) has requested a possible sale of 55 All-Up-Round
AIM-9X SIDEWINDER Missiles, 12 AIM-9X SIDEWINDER Captive Air Training
Missiles (CATMs), 2 AIM-9X CATM Missile Guidance Units, missile containers,
missile modifications, test and support equipment, spare and repair parts, personnel
training and training equipment, publications and technical data, U.S. Government
and contractor technical assistance and other related logistics support. The
estimated cost is $41 million.

The Republic of Korea is one of the major political and economic powers in East
Asia and the Western Pacific and a key partner of the United States in ensuring
peace and stability in that region. It is vital to the U.S. national interest to assist our
ally in developing and maintaining a strong and ready self-defense capability, which
will contribute to an acceptable military balance in the area. This proposed sale is
consistent with those objectives.

The Republic of Korea needs these missiles to enhance the ROK Air Force’s current
air-to-air intercept capability to equal capabilities within their region of operations.
Korea will have no difficulty absorbing these additional missiles into its armed
forces

The principal contractor will be Raytheon Missile Systems Company in Tucson,
Arizona, There are no known offset agreements proposed in connection with this
potential sale.

Implementation of this proposed sale will not require the assignment of any additional
U.S. Government or contractor representatives to Korea.

There will be no adverse impact on U.S. defense readiness as a result of this
proposed sale.
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Transmittal No. 09-52

Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act

Annex
Item No. vii

(vii) Sensitivity of Technology:

1. The AIM-9X represents a substantial increase in missile acquisition and
kinematics performance over previous AIM-9 variants. The missile includes a high off-
bore-sight seeker, enhanced countermeasure rejection capability, low drag/high angle
of attack airframe and the ability to integrate the Joint Helmet Mounted Cueing
System. The software algorithms are the most sensitive portions of the AIM-9X
missile. The software continues to be modified during the testing phase in order to
improve its counter-countermeasures capabilities. No software source code or
algorithms will be released. Sensitive and/or classified (up to Secret) elements of the
AIM-9X missiles include equipment/hardware, and software, and classified portions of
operational performance. Maintenance training documentation is unclassified up to
and including missile sectionalization training.

2, The external view of the AIM-9X SIDEWINDER missile is Unclassified. The
seeker/guidance control section, and target detector contain sensitive state-of-the-art
“technology and are classified Confidential. Performance and operating logics of the
counter-countermeasures circuits, manuals, and technical documents are classified
Secret. The hardware, software, and data identified are classified to protect
vulnerabilities, design and performance parameters and similar critical information.

3. If a technologically advanced adversary were to obtain knowledge of the specific
hardware and software elements, the information could be used to develop
countermeasures that might reduce weapon system effectiveness or be used in the
development of a system with similar or advanced capabilities.
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BILLING CODE 5001-06-M
[FR Doc. E9—20018 Filed 8—20-09; 8:45 am]
BILLING CODE 5001-06—C

DEPARTMENT OF DEFENSE
Office of the Secretary

[Transmittal Nos. 09—42]

36(b)(1) Arms Sales Notification

AGENCY: Department of Defense, Defense
Security Cooperation Agency.

ACTION: Notice.

SUMMARY: The Department of Defense is
publishing the unclassified text of a
section 36(b)(1) arms sales notification.
This is published to fulfill the
requirements of section 155 of Public
Law 104-164 dated 21 July 1996.

FOR FURTHER INFORMATION CONTACT: Ms.
B. English, DSCA/DBO/CFM, (703) 601—
3740.

The following is a copy of a letter to
the Speaker of the House of

Representatives, Transmittals 09—42
with attached transmittal, policy
justification, and sensitivy of
technology.

Dated: August 12, 2009.
Patricia L. Toppings,

OSD Federal Register Liaison Officer,
Department of Defense.
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DEFENSE SECURITY COOPERATION AGENCY

201 12TH STREET SOUTH, STE 203
ARLINGTON, VA 22202-5408

AUG 4 2009
The Honorable Nancy Pelosi
Speaker
U.S. House of Representatives
Washington, DC 20515-6501
Dear Madam Speaker:

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms Export
Control Act, as amended, we are forwarding herewith Transmittal No. 09-42,
concerning the Department of the Army’s proposed Letter(s) of Offer and
Acceptance to the United Arab Emirates for defense articles and services estimated

to cost $526 million. After this letter is delivered to your office, we plan to issue a

press statement to notify the public of this proposed sale.

Sincerely,
Beth M. McCormick
Deputy Director
Enclosures:
1. Transmittal
2. Policy Justification
3. Sensitivity of Technology
Same Itr to:
House Senate
Committee on Foreign Affairs Committee on Foreign Relations
Committee on Armed Services Committee on Armed Services
Committee on Appropriations Committee on Appropriations
N
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(i)

(i)
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(vi)

(vii)

(viii)

Transmittal No. 09-42
Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act

Prospective Purchaser: United Arab Emirates

Total Estimated Value:

Major Defense Equipment* $ 36 million
Other $ 490 million
TOTAL $ 526 million

Description and Quantity or Quantities of Articles or Services under
Consideration for Purchase: 362 AGM-114N3 HELLFIRE Missiles, 15

AAR-57 Common Missile Warning Systems (CMWS), 21 AN/APR-39A(V)4
Radar Warning Receivers, 8 each AN/APX-118 Transponders, 19 AN/PRC-
117 Radios, 15 AN/ASN-128D Doppler Radars, 6 AN/ARC-231 Radios, 15
Data Transfer Modules/Cartridges. Also included are engineering and
installation, transportation, engineering change proposals, depot
maintenance, communications equipment, repair and return, support
equipment, spare and repair parts, publications technical documentation,
personnel training and training equipment, contractor technical and
logistics support services, and other related support elements.

Military Department: Army (ZUK and ZUL)

Prior Related Cases. if any:
FMS Case ZUE-$1.5B-20Aug07

FMS Case UDN-$743M-05Dec05
FMS Case UDE-$123M-06Jan00
FMS Case ZUF-$149M-31Dec08

Sales Commission, Fee, etc., Paid, Offered, or Agreed to be Paid: None

Sensitivity of Technology Contained in the Defense Article or Defense
Services Proposed to be Sold: See Annex attached

Date Report Delivered to Congress:
—HC TSRO SO RS 06 4 2009

* as defined in Section 47(6) of the Arms Export Control Act.
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POLICY JUSTIFICATION

United Arab Emirates - AGM-114N3 HELLFIRE Missiles, Aircraft Survivability
Equipment (ASF), Communications Equipment. and Other Related Support

The Government of the United Arab Emirates has requested a possible sale of 362
AGM-114N3 HELLFIRE Missiles, 15 AAR-57 Common Missile Warning Systems
(CMWS), 21 AN/APR-39A(V)4 Radar Warning Receivers, 8 each AN/APX-118
Transponders, 19 AN/PRC-117 Radios, 15 AN/ASN-128D Doppler Radars, 6 AN/ARC-
231 Radios, 15 Data Transfer Modules/Cartridges. Also included are engineering and
installation, transportation, engineering change proposals, depot maintenance,
communications equipment, repair and return, support equipment, spare and repair
parts, publications and technical documentation, personnel training and training
equipment, contractor technical and logistics support services, and other related
support elements. The estimated cost is $526 million.

This proposed sale will contribute to the foreign policy and national security of the
United States by helping to improve the security of a friendly country that has been
and continues to be an important force for political stability and economic progress in
the Middle East.

The proposed sale of the weapons will allow the United Arab Emirates to deploy
aircraft to materially assist the U.S. in overseas contingency operations. The support
equipment will strengthen the effectiveness and interoperability of a potential coalition
partner, reduce the dependence on U.S. forces in the region, and enhance any coalition
operations the U.S. may undertake. The United Arab Emirates will have no difficulty
absorbing this support into its armed forces.

The proposed sale of this weapon system will not alter the basic military balance in the
region.

The principal contractors will be:

Science and Engineering Services, Inc (SES-I) Columbia, MD

British Aerospace Engineering (BAE) Rockyville, MD
L3 Corporation Canton, MA
Boeing Aircraft Corporation Mesa, AZ
Lockheed Martin Corporation Orlando, FL
Northrop Grumman Baltimore, MD
Lockheed Martin Systems Integration Owego, NY

There are no known offset agreements proposed in connection with this potential sale,
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Implementation of this proposed sale will not require the assignment of any additional
U.S. Government or contractor representatives to the UAE,

There will be no adverse impact on U.S, defense readiness as a result of this proposed
sale.
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Transmittal No. 09-42

Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act

Annex
Item No. vii

(vii) Sensitivity of Technology:

1. The AGM-114N3 Hellfire Missile is a precision-strike semi-active laser
(SAL)-guided HELLFIRE II missile system that defeats advanced armor and urban
point targets in the presence of severe electro-optical countermeasures, with minimal
collateral damage. It can be launched from multiple air, sea, and ground platforms,
autonomously or with remote designation. HELLFIRE II is Secret, based upon the
software, The highest level of classified information that could be disclosed by a
proposed sale or by testing of the end item is Secret; the highest level that must be
disclosed for production, maintenance, or training is Confidential.

2. The AN/APR-39A(V)4 Radar Detecting Set (RDS) is a lightweight radar
receiver for general aircraft application--AH-1F, AH-64A, CH-47D, OH-58C/D, UH-
1H/V, UH-60A/L. The system provides warning of radar directed threats to allow
appropriate evasive maneuvers and deployment of chaff. The system has the capability
of detecting all pulse radar normally associated with hostile surface-to-air missiles,
airborne intercepts and anti-aircraft weapon systems. The system has 10 individually
housed components consisting of one control, one indicator, one comparator, two
receivers, two left spiral antennas, two right spiral antennas and one blade antenna.
Hardware is classified Confidential when programmed with U.S. threat data;
releasable technical manuals for operation and maintenance are classified
Confidential; releasable technical data (technical performance) is classified Secret.

3. The AN/ARC-231 Receiver/Transmitter, RT-1808A is an airborne Very
High Frequency/Ultra High Frequency (VHF/UHF) Line-of-Sight with frequency agile
modes, UHF Satellite Communications (SATCOM), and Demand Assigned Multiple
Access (DAMA) Radio System. The ARC-231 provides airborne, multi-band, multi-
mission, secure anti-jam voice, data and imagery network capable communications in a
compact radio set. The AN/ARC-231 is classified as a Controlled Cryptographic Item
(CCI); however, depending upon the software load, this radio may be classified as
Secret.
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4. The AN/AAR-57 Common Missile Warning System is the detection
component of a suite of countermeasures being developed jointly to increase
survivability of current generation combat, airlift and special operations aircraft
against the threat posed by infrared guided missiles. The Electronic Control Unit
(ECU) controls other Line Replaceable Units, provides countermeasures selection and
initiation, controls built-in-test (BIT), and provides the platform interface. The
Electro-Optic Missile Sensors (EOMS, baseline four for ATIRCM and six for CMWS)
passively detect the presence of energy within a specific band of interest, and transmit
information to the ECU. Hardware and releasable technical information for
operations and maintenance is classified Secret.

5. The AN/APX-118 Common Transponder identifies aircraft and ships as
friendly forces by responding to interrogations from ground-based or airborne
Identification Friend or Foe (IFF) systems. The transponders, installed on aircraft and
naval vessels, establish the identity of friendly forces. These that do not identify
themselves as friendly are considered threats. The US Army uses the common
transponder on submarines, surface ships, fixed-wing aircraft and helicopters. The
AN/APX-118 replaces outdated IFF transponders with digital technology, which is
designed to improve the reliability and maintainability of aging systems. Hardware
and releasable technical information for operations and maintenance is classified
Secret.

6. The AN/ASN-128D Doppler Radars are self-contained airborne
navigational sets which determine the three orthogonal components of aircraft
velocity from measurements of the Doppler frequency shift and compute present
position, bearing, time, and distance to selected destinations. The pilot, by reading the
digital display, is able to directly observe present position, distance, bearing, and time
to fly to the next destination. All AN/ASN-128 systems allow one to enter up to 100
destinations in either LAT/LONG or MGRS format. The AN/ASN-128D can operate
in Combined Doppler/GPS navigation mode when Doppler data and GPS present
position are combined to position data at the rate of the Doppler Radar, and with the
accuracy of Global Positioning Systems. Hardware and releasable technical
information for operations and maintenance is classified Secret.

7. The Data Transfer Cartridge and Card provide a means to program
information directly from the Commander’s computer to the ASN-128 Doppler
rather than having to individually program the systems. This allows less time in
programming and preparing for a mission and more time spent actually performing
the mission. Hardware and releasable technical information for operations and
maintenance is classified Secret.
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8. The AN/PRC-117 Multiband Manpack Radio, or Multiband Multi Mission
Radio (MBMMR), is a man-portable, tactical software-defined combat-net radio
covering the 30-512 MHz frequency range and employing Type 1 Crypto capability.
The designation AN/PRC translates to Army/Navy Portable Radio used for two-way
Communications, according to Joint Electronics Type Designation System guidelines.
Hardware and releasable technical information for operations and maintenance is
classified Secret.

9. If a technologically advanced adversary were to obtain knowledge of the
specific hardware in the proposed sale, the information could be used to develop
countermeasures which might reduce weapons system effectiveness or be used in the
development of a system with similar or advanced capabilities.
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BILLING CODE 5001-06-M
[FR Doc. E9—20012 Filed 8—20-09; 8:45 am]
BILLING CODE 5001-06-C

DEPARTMENT OF DEFENSE BILLING
Office of the Secretary
[Transmittal Nos. 09-40]

36(b)(1) Arms Sales Notification

AGENCY: Department of Defense, Defense
Security Cooperation Agency.

ACTION: Notice.

SUMMARY: The Department of Defense is
publishing the unclassified text of a
section 36(b)(1) arms sales notification.
This is published to fulfill the
requirements of section 155 of Public
Law 104-164 dated 21 July 1996.

FOR FURTHER INFORMATION CONTACT: Ms.
B. English, DSCA/DBO/CFM, (703) 601—
3740.

The following is a copy of a letter to
the Speaker of the House of

Representatives, Transmittals 09—40
with attached transmittal, policy
justification, and Sensitivity of
Technology.

Dated: August 12, 2009.
Patricia L. Toppings,
OSD Federal Register Liaison Officer,
Department of Defense.
BILLING CODE 5001-06-M
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DEFENSE SECURITY COOPERATION AGENCY

201 12™ STREET SOUTH, STE 203
ARLINGTON, VA 22202-5408

AUG 6 2009

The Honorable Nancy Pelosi
Speaker

U.S. House of Representatives
Washington, DC 20515-6501
Dear Madam Speaker:

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms Export
Control Act, as amended, we are forwarding herewith Transmittal No. 09-40,
concerning the Department of the Air Force’s proposed Letter(s) of Offer and
Acceptance to Saudi Arabia for defense articles and services estimated to cost $1.5
billion. After this letter is delivered to your office, we plan to issue a press statement
to notify the public of this proposed sale.

.Sincerely,

bl . M PLpth

Beth M. McCormick

Enclosures: A

1. Transmittal | Deputy Director

2. Policy Justification

3. Sensitivity of Technology

Same Itr to:
House Senate
Committee on Foreign Affairs Committee on Foreign Relations
Committee on Armed Services Committee on Armed Services

Committee on Appropriations Committee on Appropriations
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@
(i)

(iif)

Transmittal No. 09-40
Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act, as amended

Prospective Purchaser: Kingdom of Saudi Arabia

Total Estimated Value: ,

Major Defense Equipment* $ .150 billion
Other $1.350 billion
TOTAL $1.500 billion

Description and Quantity or Quantities of Articles or Services under
Consideration for Purchase: A two-phased approach for the
Communication Navigation and Surveillance/Air Traffic Management
(CNS/ATM) upgrades of the communication and navigation systems for
the Royal Saudi Air Force’s fleet of thirteen (13) RE-3, KE-3, and E-3
aircraft. Phase 1 will include Global Positioning System/Inertial
Navigation Systems (GINS), 8.33 kHz Very High Frequency (VHF)
radios, Traffic Collision Avoidance Systems (TCAS), Mode S
Transponders, Mode 4/5 Identification Friend or Foe (IFF) Encryption,
High Frequency (HF) radio replacements, Multifunctional Information
Display Systems (MIDS) for Link 16 operations, Have Quick II radios,
Satellite Communications (SATCOM) and Common Secure Voice (CSV)
encryptions. Phase 2 will include digital flight deck instrumentation and
displays, flight director system/autopilot, flight management system,
cockpit data line message and combat situational awareness information.
Also included are spare and repair parts, support and test equipment,
publication and technical documentation, personnel training and
training equipment, personnel support and test equipment to include
flight simulators, U.S. government and contractor engineering support,
technical and logistics support services, and other related elements of
logistical and program support.

* gg defined in Section 47(6) of the Arms Export Control Act.
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(iv) Military Department: Air Force (QAT)

(v)  Prior Related Cases, if any: FMS Case SJA-$3.2B-Jun 82

(vi)  Sales Commission, Fee, etc., Paid, Offered, or Agreed to be Paid: none

(vii)  Sensitivity of Technology Contained in the Defense Article or Defense
Services Proposed to be Sold: See Annex attached.

(viii)  Date Report Delivered to Congress:

AUG 6 2009
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POLICY JUSTIFICATION

Saudi Arabia - Communication and Navigation Surveillance/Air Traffic
Management (CNS/ATM) Upgrades

The Government of Saudi Arabia has requested a possible sale of a two-phased
approach for the Communication Navigation and Surveillance/Air Traffic
Management (CNS/ATM) upgrades of the communication and navigation systems
for the Royal Saudi Air Force’s fleet of thirteen (13) RE-3, KE-3, and E-3 aircraft.
Phase 1 will include Global Positioning System/Inertial Navigation Systems (GINS),
8.33 kHz Very High Frequency (VHF) radios, Traffic Collision Avoidance Systems
(TCAS), Mode S Transponders, Mode 4/5 Identification Friend or Foe (IFF)
Encryption, High Frequency (HF) radio replacements, Multifunctional Information
Display Systems (MIDS) for Link 16 operations, Have Quick II radios, Satellite
Communications (SATCOM) and Common Secure Voice (CSV) encryptions. Phase
2 will include digital flight deck instrumentation and displays, flight director
system/autopilot, flight management system, cockpit data line message and combat
situational awareness information. Also included are spare and repair parts,
support and test equipment, publication and technical documentation, personnel
training and training equipment, personnel support and test equipment to include
flight simulators, U.S. government and contractor engineering support, technical
and logistics support services, and other related elements of logistical and program
support. The estimated cost is $1.5 billion.

This proposed sale will contribute to the foreign policy and national security of the
United States by helping to improve the security of a friendly country which has
been and continues to be an important force for political stability and economic
progress in the Middle East.

The proposed upgrade will enable the Royal Saudi Air Force (RSAF) to sustain its
current capability, maintain interoperability with the USAF and other coalition
forces, and provide flexibility options for future growth. The upgrade will enhance
the RSAF’s ability to use a common architecture for efficiently communicating the
gathered electronic data, within the RSAF and with other regional coalition forces.
Saudi Arabia will have no difficulty absorbing these additional capabilities.

A U.S. prime contractor will be chosen after a competitive source selection. There
are no known offset agreements in connection with this proposed sale.

The proposed sale of this equipment and support will not alter the basic military
balance in the region.
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Implementation of this proposed sale will require temporary assignment of
additional U.S. Government and contractor representatives in Saudi Arabia during
the implementation phase of the upgrades. Additionally, six contractor
representatives will be required on a full-time basis to provide technical assistance
during the integration of the systems into the aircraft, This program will require up
to six U.S. government and four contractor representatives to participate in
program and technical reviews in Saudi Arabia for a period of approximately six
weeks per year.

There will be no adverse impact on U.S. defense readiness as a result of this
proposed sale.
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Transmittal No. 09-40

Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act

Annex
Item No. vii

(vii) Sensitivity of Technology:

1. The Communication Navigation Surveillance/Air Traffic Management
(CNS/ATM) upgrade and its support elements will update late 60-70’s technology
with off-the-shelf newer equipment and software to resolve supportability problems
and add capabilities to foster interoperability in support of coalition operations and
joint training exercises with the USAF and other GCC countries. The modernized
navigation system performs the same basic function as the older technology, but
with the added benefits of greater speed, sensitivity, capacity, accuracy, and level of
automation resulting from the use of current technology equipment. None of the
technology, such as receivers, processor boards, etc. could be re-used in another
application. ‘

2. Sensitive elements include the Multifunctional Information Distribution
System (MIDS) COMSEC device that provides improved situational awareness.
The MIDS provides Link 16 data link networking with other Link 16 capable
aircraft, command, and control systems. The MIDS shares a number of components
with the MIDS terminal secure communications systems, search and locations
system, signal processing systems, and databases. Classified elements include U.S.
Government-provided secure communications equipment and keying material.
Detailed system design information and software source code will not be provided to
Saudi Arabia.

3. If a technologically advanced adversary were to obtain knowledge of the
specific hardware or software in this proposed sale, the information could be used to
develop countermeasures which might reduce weapon system effectiveness or be
used in the development of systems with similar or advance capabilities.
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[FR Doc. E9—20011 Filed 8—20-09; 8:45 am)]
BILLING CODE 5001-06-C

ACTION: Notice.

DEPARTMENT OF DEFENSE

Office of the Secretary
[Transmittal Nos. 09-43]
36(b)(1) Arms Sales Notification

AGENCY: Department of Defense, Defense
Security Cooperation Agency.

SUMMARY: The Department of Defense is
publishing the unclassified text of a
section 36(b)(1) arms sales notification.
This is published to fulfill the
requirements of section 155 of Public
Law 104-164 dated 21 July 1996.

FOR FURTHER INFORMATION CONTACT: Ms.
B. English, DSCA/DBO/CFM, (703) 601—
3740.

The following is a copy of a letter to
the Speaker of the House of
Representatives, Transmittals 09—43
with attached transmittal, policy
justification, and Sensitivity of
Technology.

Dated: August 12, 2009.
Patricia L. Toppings,

OSD Federal Register Liaison Officer,
Department of Defense.

BILLING CODE 5001-06-M
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DEFENSE SECURITY COOPERATION AGENCY

201 12TH STREET SOUTH, STE 203
ARLINGTON, VA 22202-5408

AUG 6 2009
The Honorable Nancy Pelosi

Speaker

U.S. House of Representatives

Washington, DC 20515-6501

Dear Madam Speaker:

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms Export
Control Act, as amended, we are forwarding herewith Transmittal No. 09-43,
concerning the Department of the Army’s proposed Letter(s) of Offer and
Acceptance to Egypt for defense articles and services estimated to cost $308 million.
After this letter is delivered to your office, we plan to issue a press statement to

notify the public of this proposed sale.

Sincerely,

B . M K

Beth M. McCormick
Enclosures: Deputy Director

1. Transmittal

2. Policy Justification

3. Sensitivity of Technology

4. Regional Balance (Classified Document Provided Under Separate Cover)

Same Itr to:
House Senate
Committee on Foreign Affairs Committee on Foreign Relations
Committee on Armed Services Committee on Armed Services
Committee on Appropriations Committee on Appropriations

oy

W
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Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act, as amended

(i) Prospective Purchaser: Egypt

(i1) Total Estimated Value:

Major Defense Equipment* $120 million
Other $188 million
TOTAL $308 million

(iii) Description and Quantity or Quantities of Articles or Services under
Consideration for Purchase: 6 CH-47D CHINOOK Helicopters, 16 T55-

GA-T714A engines, 8 AN/APR-39A(V)1 Radar Signal Detecting Sets

with Mission Data Sets, 8 AN/APX-117 Transponders with TS-4530
Interrogator/Transponder Test Sets, 8 AN/ARC-220 (RT-1749) High
Frequency Aircraft Communication Systems, flight and radar signal
simulators, 3 M978A4 HEMTT Fuel Tanker trucks, 2 Fork Lift trucks,
repair and return, transportation, site survey, construction and facilities,
spare and repair parts, support equipment, personnel training and training
equipment, publications and technical documentation, U.S. Government
and contractor technical support, and other related elements of program
support.

(ivy  Military Department: Army (VBZ)

(v)  Prior Related Cases, if any:
FMS case JBK-$113M-22Jan98

FMS case JBN-$114M-06Dec00
FMS case UUW-$147M-24Jun02
FMS case UWN-$103M-09Sep04

(vi)  Sales Commission, Fee, etc., Paid, Offered, or Agreed to be Paid: none

(vii)  Sensitivity of Technology Contained in the Defense Article or Defense
Services Proposed to be Sold: See Annex attached.

(viii)  Date Report Delivered to Congress: AUG 6 2009

* as defined in Section 47(6) of the Arms Export Control Act.
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POLICY JUSTIFICATION

Egypt — CH-47D CHINOOK Helicopters

The Government of Egypt has requested a possible sale of 6 CH-47D CHINOOK
Helicopters, 16 T55-GA-714A engines, 8 AN/APR-39A(V)1 Radar Signal Detecting Sets
with Mission Data Sets, 8 AN/APX-117 Transponders with TS-4530 Interrogator/
Transponder Test Sets, 8 AN/ARC-220 (RT-1749) High Frequency Aircraft
Communication Systems, flight and radar signal simulators, 3 M978A4 HEMTT Fuel
Tanker trucks, 2 Fork Lift trucks, repair and return, transportation, site survey,
construction and facilities, spare and repair parts, support equipment, personnel
training and training equipment, publications and technical documentation, U.S.
Government and contractor technical support, and other related elements of program
support. The estimated cost is $308 million.

This proposed sale will contribute to the foreign policy and national security of the
United States by helping to improve the security of a friendly country which has been
and continues to be an important force for political stability and economic progress in
the Middle East.

Egypt will use the CH-47D in support of its armed forces, disaster relief efforts, and
joint exercises with U.S. forces in the region. Egypt will have no difficulty absorbing
these helicopters into its armed forces.

The proposed sale of this equipment and support will not alter the basic military
balance in the region.

The prime contractors will be The Boeing Helicopter Company in Philadelphia, PA.
There are no known offset agreements proposed in connection with this potential sale.

Implementation of this proposed sale will require the assignment of one U.S. contractor
field service representative in Egypt to provide support for a period of one year with an
option for two additional years. Four additional contractor representatives and one U.S.
Government representative will be required for quality assurance roles for aircraft
delivery for a period of one week.

There will be no adverse impact on U.S. defense readiness as a result of this proposed
sale.
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Transmittal No. 09-43

Notice of Proposed Issuance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act

Annex
Item No. vii

(vii) Sensitivity of Technology:

1. The CH-47D CHINOOK Helicopter includes the following sensitive and/or
classified (up to and including Secret) components:

a. The AN/APR-39A(V)1 Radar Signal Detecting Set is a system, that provides
warning of a radar directed air defense threat and includes appropriate
countermeasures. This is the 1553 databus compatible configuration. The hardware is
classified Confidential when programmed with U.S. threat data; releasable technical
manuals for operation and maintenance are classified Confidential; and releasable
technical data (technical performance) is classified Secret.

2.  Ifatechnologically advanced adversary were to obtain knowledge of the specific
hardware and software elements, the information could be used to develop
countermeasures which might reduce weapon system effectiveness or could be used in
the development of a system with similar or advanced capabilities.
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[FR Doc. E9-20009 Filed 8—20-09; 8:45 am]
BILLING CODE 5001-06-C

ACTION: Notice.

DEPARTMENT OF DEFENSE
Office of the Secretary
[Transmittal Nos. 09-48]

36(b)(1) Arms Sales Notification

AGENCY: Department of Defense, Defense
Security Cooperation Agency.

SUMMARY: The Department of Defense is
publishing the unclassified text of a
section 36(b)(1) arms sales notification.
This is published to fulfill the
requirements of section 155 of Public
Law 104-164 dated 21 July 1996.

FOR FURTHER INFORMATION CONTACT: Ms.
B. English, DSCA/DBO/CFM, (703) 601—
3740.

The following is a copy of a letter to
the Speaker of the House of
Representatives, Transmittals 09—-48
with attached transmittal and policy
justification.

Dated: August 12, 2009.
Patricia L. Toppings,

OSD Federal Register Liaison Officer,
Department of Defense.

BILLING CODE 5001-06-M
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DEFENSE SECURITY COOPERATION AGENCY

201 12TH STREET SOUTH, STE 203
ARLINGTON, VA 22202-5408

AUG 06 2008
The Honorable Nancy Pelosi
Speaker
U.S. House of Representatives
Washington, DC 20515-6501
Dear Madam Speaker:

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms Export
Control Act, as amended, we are forwarding herewith Transmittal No. 09-48,
concerning the Department of the Air Force’s proposed Letter(s) of Offer and
Acceptance to The Netherlands for defense articles and services estimated to cost
$133 million. After this letter is delivered to your office, we plan to issue a press

statement to notify the public of this proposed sale.

Sincerely,

b 1. e (pimek,

Beth M. McCormick

Deputy Director
Enclosures:
1. Transmittal
2. Policy Justification
Same Itr to:
House Senate
Committee on Foreign Affairs Committee on Foreign Relations
Committee on Armed Services Committee on Armed Services
Committee on Appropriations Committee on Appropriations

.

W
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@)
(ii)

(iif)

(iv)
v)
(vi)

(vii)

(viii)

Transmittal No. 09-48
Notice of Proposed Issnance of Letter of Offer
Pursuant to Section 36(b)(1)
of the Arms Export Control Act, as amended

Prospective Purchaser: The Netherlands

Total Estimated Value:

Major Defense Equipment* $ 2 million
Other $131 million
TOTAL $133 million

Description and Quantity or Quantities of Articles or Services under

Consideration for Purchase: continuation of a Continental United States

(CONUS)-based Royal Netherlands Air Force F-16 Formal Training Unit
(FTU), 12,000 RR-188 Training Chaff, 2,250 BDU-33 (ZP61C) low-drag
training bombs, 20,000 MJU-7 (F071A) Infrared Decoy Flares, pilot
training, JP-8 fuel, air refueling support, airlift services, CONUS base start
up, base operating support, facilities, training munitions, technical data and
publications, personnel training and training equipment, contractor
technical and logistics personnel services, and other related elements of
logistics support.

Military Department: Air Force (NZS, Amd #3)
Prior Related Cases, if any: FMS case NZS - $122 million — 31Dec06
Sales Commission, Fee, etc., Paid, Offered, or Agreed to be Paid: none

Sensitivity of Technology Contained in the Defense Article or Defense
Services Proposed to be Sold: none

Date Report Delivered to Congress: AlG 06 2008

* as defined in Section 47(6) of the Arms Export Control Act.
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POLICY JUSTIFICATION

The Netherlands — F-16 Pilot Training and Logistics Support

The Government of Netherlands has requested a possible sale for the continuation of a
Continental United States (CONUS)-based Royal Netherlands Air Force F-16 Formal
Training Unit (FTU), 12,000 RR-188 Training Chaff, 2,250 BDU-33 (ZP61C) low-drag
training bombs, 20,000 MJU-7 (F071A) Infrared Decoy Flares, pilot training, JP-8 fuel,
air refueling support, airlift services, CONUS base start up, base operating support,
facilities, training munitions, technical data and publications, personnel training and
training equipment, contractor technical and logistics personnel services, and other
related elements of logistics support. The estimated cost is $133 million.

This proposed sale contributes to the foreign policy and national security objectives of
the U.S. by improving the military capabilities of The Netherlands and enhancing
standardization and interoperability with U.S. forces.

Springfield-Beckley Air National Guard Base, Ohio, is the location where the
Netherlands Air Force will train aircrews in aircraft operations and tactics. This
training will enhance the Royal Netherlands Air Force’s ability to continue
contributions to Overseas Contingency Operations and to North Atlantic Treaty
Organization air policing operations in Afghanistan, as well as, to possible future
coalition operations.

The proposed sale of this equipment and support will not alter the basic military
balance in the region.

The U.S. Air Force will provide program management for the FTU. The Ohio Air
National Guard will provide instruction, flight operations, and maintenance support
and facilities. There is no prime contractor involved in this program. There are no
known offset agreements proposed in connection with this potential sale.

Implementation of this proposed sale will not require the assignment of any U.S.
Government or contractor representatives to The Netherlands.

There will be no adverse impact on U.S. defense readiness as a result of this proposed
sale,
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[FR Doc. E9-20008 Filed 8—20-09; 8:45 am]
BILLING CODE 5001-06-C

DEPARTMENT OF DEFENSE

Department of the Army; Corps of
Engineers

Intent To Prepare an Environmental
Impact Statement for the Conveyance
of Federal Lands at Lake Texoma to
the State of Oklahoma, Marshall
County, OK

AGENCY: Department of the Army, U.S.
Army Corps of Engineers, DoD.
ACTION: Notice of Intent.

SUMMARY: The purpose of the
Environmental Impact Statement (EIS)
is to address alternatives and
environmental impacts associated with
the conveyance of approximately 1,022
acres of Federal land located in
Marshall County, Oklahoma, at Lake
Texoma, Oklahoma and Texas, to the
State of Oklahoma.

ADDRESSES: Questions or comments
concerning the proposed action should
be addressed to Mr. Stephen L. Nolen,
Chief, Environmental Analysis and
Compliance Branch, Tulsa District, U.S.
Army Corps of Engineers, CESWT-PE—
E, 1645 S. 101st E. Ave., Tulsa, OK
74128-4629.

FOR FURTHER INFORMATION CONTACT: MTr.
Stephen L. Nolen, (918) 669-7660, fax:
(918) 669-7546, e-mail:
Stephen.L.Nolen@usace.army.mil.

SUPPLEMENTARY INFORMATION: The Water
Resources Development Act of 1999
(Pub. L. 106-53 113 Stat. 359) directed
the Secretary of the Army (Secretary) to
convey to the State of Oklahoma, at fair
market value, all right, title and interest
of the United States in and to
approximately 1,580 acres of land
located in Marshall County, OK and
leased to the State of Oklahoma for
public park and recreation purposes. In
2005, approximately 558 acres of these
lands were conveyed to the State of
Oklahoma through the Oklahoma
Commissioners of the Land Office. The
State of Oklahoma, through the
Oklahoma Tourism and Recreation
Department, is now requesting
conveyance of additional lands up to
the balance (approximately 1,022 acres)
of that authorized by the Water
Resources Development Act of 1999.
The exact acreage and description of
the real property shall be determined by
a survey that is satisfactory to the
Secretary. The real property is currently
held in fee by the U.S. Government and
managed under the jurisdiction of the
Tulsa District Corps of Engineers as a

part of Lake Texoma, a multipurpose
reservoir located along the Red River in
Oklahoma and Texas. The lands subject
to this action are located east of
Kingston, Oklahoma along the western
shore of the Washita River Arm of Lake
Texoma in Marshall County, OK.
Conveyed lands are anticipated to be
subject to development, in conjunction
with development of lands previously
conveyed and adjacent private lands, to
include such features as single and
multi-family residential housing, hotel
and conference facilities, restaurants,
golf course(s), retail and commercial
space, public boat ramp(s), beach and
camping amenities, courtesy boat slips,
and related commercial development
facilities.

Reasonable alternatives to be
considered include varying amounts of
acreages to be conveyed, alternative
deed restrictions on conveyed lands,
varying development features and
locations, alternative locations and
nature of shoreline development, and no
action.

Issues to be addressed in the EIS
include but are not limited to: (1)
Socioeconomic impacts associated with
planned development, (2) matters
pertaining to shoreline management and
development, (3) potential impacts to
cultural and ecological resources, (4)
public access and safety, (5) impacts to
lake use, public parks and recreation, (6)
aesthetics, (7) water and wastewater
infrastructure, (8) lake water quality, (9)
traffic patterns, (10) terrestrial and
aquatic fish and wildlife habitat, (11)
Federally-listed threatened and
endangered species, (12) potential use of
dry-stack boat storage or other boat
storage methods, and (13) cumulative
impacts associated with past, current,
and reasonably foreseeable future
actions at Lake Texoma.

A public scoping meeting for the
action will be conducted in early fall,
2009 in Kingston, OK or the vicinity.
News releases and notices informing the
public and local, state, and Federal
agencies of the proposed action and date
of the public scoping meeting will be
published in local newspapers.
Comments received as a result of this
notice, news releases, and the public
scoping meeting will be used to assist
the Tulsa District Corps of Engineers in
identifying potential impacts to the
quality of the human or natural
environment. Affected Federal, state, or
local agencies, affected Indian tribes,
and other interested private
organizations and parties are
encouraged to participate in the scoping
process by forwarding written
comments to (see ADDRESSES) or
attending the scoping meeting.

The draft EIS will be available for
public review and comment. While the
specific date for release of the draft EIS
has yet to be determined, all interested
agencies, tribes, organizations and
parties expressing an interest in this
action will be placed on a mailing list
for receipt of the draft EIS. In order to
be considered, any comments and
suggestions should be forwarded to (see
ADDRESSES) in accordance with dates
specified upon release of the draft EIS.

Dated: August 11, 2009.
Anthony C. Funkhouser,
Colonel, U.S. Army, District Commander.
[FR Doc. E9—20132 Filed 8—20-09; 8:45 am)]
BILLING CODE 3720-58-P

DEPARTMENT OF DEFENSE
Department of the Army

Corps of Engineers: Intent To Prepare
a Draft Environmental Impact
Statement for Proposed Lake on
Yellow Creek in Lamar County, AL
(Department of Army Permit Number
SAM-2005—-4302—-MNS)

AGENCY: Department of the Army, U.S.
Army Corps of Engineers, DOD.
ACTION: Notice of Intent.

SUMMARY: The Mobile District, U.S.
Army Corps of Engineers (Corps)
intends to prepare a Draft
Environmental Impact Statement (DEIS)
to address the potential impacts
associated with construction of a 2,040-
acre water supply lake along Yellow
Creek in Lamar County, AL. The Corps
will be evaluating the proposed project
under the authority of Section 404 of the
Clean Water Act. The DEIS will be used
as a basis for ensuring compliance with
the National Environmental Policy Act
(NEPA).

DATES: A public scoping meeting will be
held on October 15, 2009.

ADDRESSES: The public scoping meeting
will be held at the Lamar County
Courthouse, Third Floor Courtroom,
44690 Highway 17, Vernon, Alabama
35592.

FOR FURTHER INFORMATION CONTACT:
Questions about the proposed action,
NEPA process, and the DEIS should be
addressed to Mr. Michael B. Moxey,
Regulatory Division, Inland Team
Leader, Phone (251) 694—3771 or e-mail
at michael.b.moxey@usace.army.mil,
Mobile District, U.S. Army Corps of
Engineers, Regulatory Division, P.O.
Box 2288, Mobile, AL 36628-0001.
SUPPLEMENTARY INFORMATION: 1. The
Lamar County Commission is the permit
applicant. The applicant is proposing to



Federal Register/Vol. 74, No. 161/Friday, August 21, 2009/ Notices

42289

construct a dam and 2,040 acre lake on
Yellow Creek in central Lamar County,
Alabama, just north of the Gity of
Vernon. The purpose of the proposed
lake is for public water supply for
Lamar County and the surrounding
areas. Construction of the project as
proposed would require impacts to
approximately 1,660 acres of wetlands
and 31.2 miles of streams. The project
is in the initial stages of planning.

2. Alternatives to the applicants’
proposals may exist which would
reduce impacts to the surrounding
aquatic environment. These could
include, but are not restricted to:
Considering alternate site locations for
the lake, alternate site layouts that may
have less impact on the environment, or
pursuing alternate sources of water for
Lamar County and surrounding areas.
The scoping and evaluation phase of the
EIS process will help in the
determination of reasonable alternatives
to be evaluated for the project.

3. Scoping: a. The Corps invites full
public participation to promote open
communication on the issues
surrounding the proposal. The scoping
process is a key part of the public
outreach and involvement phase. All
Federal, State, and local agencies, and
other persons or organizations that have
an interest are urged to participate in
the NEPA scoping process. As part of
the process, a public meeting will be
held to receive public input and
comment which will be used to assist in
the identification of significant issues
associated with the proposed water
supply lake. A public meeting will be
held at the Lamar County Courthouse in
Vernon, AL on October 15, 2009. Public
meetings will also be advertised through
various media outlets at least 30 days
prior to the meeting date.

b. The DEIS will analyze the potential
social, economic, and environmental
impacts to the local area resulting from
the proposed project and alternatives.
Specifically, the following major issues
will be analyzed in the DEIS:
Hydrologic and hydraulic regimes,
threatened and endangered species, fish
and wildlife habitat, wetlands and
stream resources, essential fish habitat,
and other air quality, cultural resources,
wastewater treatment capacities and
discharges, drainage discharges,
transportation systems, alternatives,
secondary and cumulative impacts,
socioeconomic impacts, environmental
justice (effect on minorities and low-
income groups) (Executive Order
12898), and protection of children
(Executive Order 13045).

c. The Corps will serve as the lead
Federal agency in the preparation of the
DEIS. The Corps intends to coordinate

and/or consult with an interagency team
of Federal and State agencies during
scoping and preparation of the DEIS. A
decision will be made during the
scoping process whether other agencies
will serve in an official role as
cooperating agencies.

4. It is anticipated that the DEIS will
be made available for public review in
December 2010.

Craig J. Litteken,

Chief, Regulatory Division.

[FR Doc. E9—20134 Filed 8—20—09; 8:45 am]
BILLING CODE 3720-58-P

DEPARTMENT OF DEFENSE
Department of the Army

Final Environmental Impact Statement
(EIS) in Support of the Real Property
Master Plan and Real Property
Exchange for Camp Parks, Dublin, CA

AGENCY: Department of the Army, DoD.
ACTION: Notice of Availability.

SUMMARY: U.S. Army Garrison, Camp
Parks, with cooperation from the
National Aeronautics and Space
Administration (NASA), has prepared a
Final EIS to evaluate alternatives for
future development as part of a Real
Property Master Plan (RPMP) at Camp
Parks. Alternatives evaluated in the
Final EIS include changes to land use
for construction and training, and a Real
Property Exchange (RPX) between Camp
Parks and a developer in the
surrounding community. The RPMP
presents a land-use redevelopment plan
for the Camp Parks cantonment area,
with approximately 180 acres being
transferred out of Federal ownership
(approximately 171.5 acres is controlled
by the U.S. Army and 8.5 acres is
controlled by NASA).

DATES: The waiting period for the Final
EIS will end 30 days after publication of
an NOA in the Federal Register by the
Environmental Protection Agency.
ADDRESSES: To request a copy of the
Final EIS, contact: U.S. Army Garrison
Camp Parks, Environmental Office,
Building 791 5th Street, Dublin, CA
94568-5201.

FOR FURTHER INFORMATION CONTACT:
Army property: Mr. Paul, (925) 875—
4682, or e-mail at
Paul.kot@usar.army.mil. NASA
property: Dr. Ann Clarke, (650) 604—
2350, or e-mail Ann.Clarke@nasa.gov.
SUPPLEMENTARY INFORMATION: The FEIS
evaluates three alternatives to support
the redevelopment and land exchange of
Camp Parks: (1) No Action Alternative—
under which there would be no

comprehensive plan or vision for overall
Camp Parks development, but
redevelopment would occur ad hoc as
funds become available, and facilities
would remain largely unchanged; (2)
Slow Growth Alternative—under which
Camp Parks would retain all its land
holdings and gradually move toward
developing facilities and activities
identified in the RPMP with the
southern cantonment area remaining an
opportunity site for future planning; and
(3) Accelerated Modernization
Alternative (Preferred Alternative and
the Proposed Action)—under which the
construction of new facilities and ranges
included in the RPMP would be
partially funded using the value of the
land exchange (180 acres of the
southern cantonment area) from Federal
to private ownership. The remainder of
RPMP construction at Camp Parks
would be programmed as military
construction projects. NASA’s in
holding would be sold and proceeds of
the sale would be used at its NASA-
Ames Research Center, Moffett Field,
California.

Camp Parks has prepared a RPMP that
proposes a program for revitalizing the
installation infrastructure and
accelerating facility replacements. The
RPMP proposes approximately 1.3
million square feet of new buildings/
structures and approximately 370,000
square feet of parking area. The majority
of the existing structures on Camp Parks
were intended to be temporary when
originally constructed and are
considered inadequate for today’s
military personnel and lifestyles. The
RPMP proposes the modernization of
facilities to meet the troop training
requirements and amenities that are
consistent with the private sector.

The Final EIS concludes that the No
Action Alternative is not reasonable
based on the antiquated infrastructure
and buildings requiring excessive
maintenance. The Final EIS also
concludes that the Slow Growth
Alternative (the incremental
modernization using the existing
cantonment area) is not reasonable since
facility/activity upgrades would be
prioritized and dependent on annual
funding from Military Construction
Army Reserve (MCAR) allocations and
project proponents. MCAR funds are
appropriated on an availability basis,
which is not a regular or consistent
occurrence.

The Army’s Preferred Alternative is
the accelerated modernization of a
redeveloped and compacted cantonment
area using the value of the land
exchange to partially fund RPMP
construction activities. This alternative
allows for a quick implementation of the
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RPMP, while providing the necessary
facilities and infrastructure upgrades for
adequate training of military personnel
in the Bay Area.

Potential impacts from this action
would include loss of non-native
grasslands and modification of
wetlands; loss of special-status species;
traffic congestion at the Dublin
Boulevard/Dougherty Road intersection;
and air quality, socioeconomic, and
visual impacts. Proposed mitigation
measures are identified to reduce the
severity and extent of potential impacts.
A copy of the Final EIS is available at
http://www.liggett.army.mil.

Dated: August 14, 2009.
Addison D. Davis, IV,

Deputy Assistant Secretary of the Army
(Environment, Safety and Occupational
Health).

[FR Doc. E9-20120 Filed 8—20-09; 8:45 am]
BILLING CODE M

DEPARTMENT OF EDUCATION

Submission for OMB Review;
Comment Request

AGENCY: Department of Education.
SUMMARY: The Director, Information
Collection Clearance Division,
Regulatory Information Management
Services, Office of Management invites
comments on the submission for OMB
review as required by the Paperwork
Reduction Act of 1995.

DATES: Interested persons are invited to
submit comments on or before
September 21, 2009.

ADDRESSES: Written comments should
be addressed to the Office of
Information and Regulatory Affairs,
Attention: Education Desk Officer,
Office of Management and Budget, 725
17th Street, NW., Room 10222, New
Executive Office Building, Washington,
DC 20503, be faxed to (202) 395-5806 or
send e-mail to
oira_submission@omb.eop.gov.

SUPPLEMENTARY INFORMATION: Section
3506 of the Paperwork Reduction Act of
1995 (44 U.S.C. Chapter 35) requires
that the Office of Management and
Budget (OMB) provide interested
Federal agencies and the public an early
opportunity to comment on information
collection requests. OMB may amend or
waive the requirement for public
consultation to the extent that public
participation in the approval process
would defeat the purpose of the
information collection, violate State or
Federal law, or substantially interfere
with any agency’s ability to perform its
statutory obligations. The Director,
Information Collection Clearance

Division, Regulatory Information
Management Services, Office of
Management, publishes that notice
containing proposed information
collection requests prior to submission
of these requests to OMB. Each
proposed information collection,
grouped by office, contains the
following: (1) Type of review requested,
e.g. new, revision, extension, existing or
reinstatement; (2) Title; (3) Summary of
the collection; (4) Description of the
need for, and proposed use of, the
information; (5) Respondents and
frequency of collection; and (6)
Reporting and/or Recordkeeping
burden. OMB invites public comment.

Dated: August 17, 2009.
Angela C. Arrington,
Director, Information Collection Clearance
Division, Regulatory Information
Management Services, Office of Management.

Institute of Education Sciences

Type of Review: Revision.

Title: PEQIS Survey on Students with
Disabilities at Postsecondary Education
Institutions.

Frequency: One time.

Affected Public: Individuals or
Households; Not-for-profit institutions;
State, local or Tribal Gov’t.

Reporting and Recordkeeping Hour
Burden:

Responses: 1,600.
Burden Hours: 800.

Abstract: This Postsecondary
Education Quick Information System
(PEQIS) survey is being conducted to
provide the Office of Special Education
and Rehabilitative Services (OSERS),
U.S. Department of Education, with
current information about students with
disabilities at postsecondary
institutions. The survey will be sent to
approximately 1,600 postsecondary
institutions which include 2-year and 4-
year schools (including graduate level
institutions). The purpose of the survey
is to provide information to the U.S.
Department of Education about students
with disabilities at postsecondary
institutions and the services,
accommodations and institutional
accessibility provided to these students.

Requests for copies of the information
collection submission for OMB review
may be accessed from http://
edicsweb.ed.gov, by selecting the
“Browse Pending Collections” link and
by clicking on link number 4112. When
you access the information collection,
click on “Download Attachments” to
view. Written requests for information
should be addressed to U.S. Department
of Education, 400 Maryland Avenue,
SW., LBJ, Washington, DC 20202—4537.
Requests may also be electronically

mailed to the Internet address
ICDocketMgr@ed.gov or faxed to 202—
401-0920. Please specify the complete
title of the information collection when
making your request.

Comments regarding burden and/or
the collection activity requirements
should be electronically mailed to
ICDocketMgr@ed.gov. Individuals who
use a telecommunications device for the
deaf (TDD) may call the Federal
Information Relay Service (FIRS) at 1—
800-877-8339.

[FR Doc. E9—-20121 Filed 8—20-09; 8:45 am]
BILLING CODE 4000-01-P

DEPARTMENT OF EDUCATION

Office of Postsecondary Education;
Overview Information; Jacob K. Javits
Fellowship Program; Notice Inviting
Applications for New Awards for Fiscal
Year (FY) 2010

Catalog of Federal Domestic
Assistance (CFDA) Number: 84.170A.

Dates:

Applications Available: August 21,
2009.

Deadline for Transmittal of
Applications: October 5, 2009.

Deadline for Transmittal of the Free
Application for Federal Student Aid
(FAFSA): January 31, 2010.

Full Text of Announcement
I. Funding Opportunity Description

Purpose of Program: The purpose of
the Jacob K. Javits (JKJ) Fellowship
Program is to award fellowships to
eligible students of superior ability,
selected on the basis of demonstrated
achievement, financial need, and
exceptional promise, to undertake
graduate study in specific fields in the
arts, humanities, and social sciences
leading to a doctoral degree or to a
master’s degree in those fields in which
the master’s degree is the terminal
highest degree awarded to the selected
field of study at accredited institutions
of higher education. The selected fields
in the arts are: creative writing, music
performance, music theory, music
composition, music literature, studio
arts (including photography), television,
film, cinematography, theater arts,
playwriting, screenwriting, acting, and
dance. The selected fields in the
humanities are: art history (including
architectural history), archeology, area
studies, classics, comparative literature,
English language and literature, folklore,
folk life, foreign languages and
literature, history, linguistics,
philosophy, religion (excluding study of
religious vocation), speech, rhetoric,
and debate. The selected fields in the
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social sciences are: anthropology,
communications and media, economics,
ethnic and cultural studies, geography,
political science, psychology (excluding
clinical psychology), public policy and
public administration, and sociology
(excluding the master’s and doctoral
degrees in social work).

Program Authority: 20 U.S.C. 1134-1134d.

Applicable Regulations: (a) The
Education Department General
Administrative Regulations (EDGAR) in
34 CFR parts 74, 75 (except as provided
in 34 CFR 650.3(b)), 77, 82, 84, 85, 86,
97, 98 and 99. (b) The regulations for
this program in 34 CFR part 650.

II. Award Information

Type of Award: Discretionary grant.

Estimated Available Funds:
$1,181,385 for new awards.

Estimated Average Size of Awards:
$43,755.

Estimated Number of Awards: 27.

Note: The Department is not bound by any
estimates in this notice.

Project Period: Up to 48 months.

III. Eligibility Information

1. Eligible Applicants: Individuals
who, at the time of application: are
eligible to receive a Federal grant, loan
or work assistance pursuant to section
484 of the Higher Education Act of
1965, as amended (HEA); intend to
pursue a doctoral or Master of Fine Arts
degree in an eligible field of study
selected by the Board at an accredited
U.S. institution of higher education; and
are a U.S. citizen or national, a
permanent resident of the United States,
in the United States for other than a
temporary purpose and intending to
become a permanent resident, or a
citizen of any one of the Freely
Associated States. Applicants must also
either: be entering into a doctoral
program in academic year 2010-2011, or
have not yet completed the first full year
in the doctoral program, in an eligible
field of study for which they are seeking
support; or be entering a Master of Fine
Arts program in academic year 2010—
2011, or have not yet completed the first
full year in the Master of Fine Arts
program, in an eligible field of study for
which they are seeking support.

2. Cost Sharing or Matching: This
program does not require cost sharing or
matching.

IV. Application and Submission
Information

1. Address To Request Application
Package:

You can obtain an application
package via the Internet or from the
Department. To obtain a copy via the

Internet, use the following address for
the JKJ Fellowship Program Web site:
http://www.ed.gov/programs/
jacobjavits/index.html. To obtain a copy
from the Department, write, fax, or call
the following: Carmen Gordon or Sara
Starke, Jacob K. Javits Fellowship
Program, U.S. Department of Education,
Teacher and Student Development
Programs Service, 1990 K St., NW.,
Room 6089, Washington, DC 20006—
8524. Telephone: (202) 502—7542 or by
e-mail: ope_javits program@ed.gov.

If you use a telecommunications
device for the deaf (TDD), call the
Federal Relay Service (FRS), toll free, at
1-800-877-8339.

Individuals with disabilities can
obtain a copy of the application package
in an accessible format (e.g., braille,
large print, audiotape, or computer
diskette) by contacting the person listed
under FOR FURTHER INFORMATION
CONTACT in section VII of this notice.

Note: The FAFSA can be obtained from the
institution of higher education’s financial aid

office or accessed at: http://www.fafsa.ed.gov.

2. Content and Form of Application
Submission: Requirements concerning
the content of an application, together
with the forms you must submit, are in
the application package for this
program.

3. Submission Dates and Times:

Applications Available: August 21,
2009.

Deadline for Transmittal of
Applications: October 5, 2009.

Deadline for Transmittal of the
FAFSA:January 31, 2010.

Applications for grants under this
program must be submitted in paper
format by mail or hand delivery. For
information (including dates and times)
about how to submit your application
by mail or hand delivery, please refer to
section IV. 6. Other Submission
Requirements of this notice.

We do not consider an application
that does not comply with the deadline
requirements.

Individuals with disabilities who
need an accommodation or auxiliary aid
in connection with the application
process should contact the person listed
under FOR FURTHER INFORMATION
CONTACT in section VII in this notice. If
the Department provides an
accommodation or auxiliary aid to an
individual with a disability in
connection with the application
process, the individual’s application
remains subject to all other
requirements and limitations of this
notice.

4. Intergovernmental Review: This
program is not subject to Executive
Order 12372 and the regulations in 34
CFR part 79.

5. Funding Restrictions: We reference
regulations outlining funding
restrictions in the Applicable
Regulations section of this notice.

6. Other Submission Requirements:
Applications for grants under this
program must be submitted in paper
format by mail or hand delivery.

a. Submission of Applications by Mail

If you submit your application by
mail (through the U.S. Postal Service or
a commercial carrier), you must mail the
original and two copies of your
application, on or before the application
deadline date, to the Department at the
following address: U.S. Department of
Education, Application Control Center,
Attention: (CFDA Number 84.170A), LBJ
Basement Level 1, 400 Maryland
Avenue, SW., Washington, DC 20202—
4260. You must show proof of mailing
consisting of one of the following:

(1) A legibly dated U.S. Postal Service
postmark.

(2) A legible mail receipt with the
date of mailing stamped by the U.S.
Postal Service.

(3) A dated shipping label, invoice, or
receipt from a commercial carrier.

(4) Any other proof of mailing
acceptable to the Secretary of the U.S.
Department of Education.

If you mail your application through
the U.S. Postal Service, we do not
accept either of the following as proof
of mailing:

(1) A private metered postmark.

(2) A mail receipt that is not dated by
the U.S. Postal Service.

If your application is postmarked after
the application deadline date, we will
not consider your application.

Note 1: The U.S. Postal Service does not
uniformly provide a dated postmark. Before
relying on this method, you should check
with your local post office.

Note 2: Materials mailed through the U.S.
Postal Service may be subject to damage due
to irradiation processes. Therefore, Arts
applicants are required to send their
applications by commercial carrier.

b. Submission of Applications by Hand
Delivery

If you submit your application by
hand delivery, you (or a courier service)
must deliver the original and two copies
of your application by hand, on or
before the application deadline date, to
the Department at the following address:
U.S. Department of Education,
Application Control Center, Attention:
(CFDA Number 84.170A), 550 12th
Street, SW., Room 7041, Potomac Center
Plaza, Washington, DC 20202—-4260.

The Application Control Center
accepts hand deliveries daily between
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8:00 a.m. and 4:30:00 p.m., Washington,
DC time, except Saturdays, Sundays,
and Federal holidays.

Note for Mail or Hand Delivery of Paper
Applications: If you mail or hand deliver
your application to the Department—

(1) You must indicate on the envelope
and—if not provided by the Department—in
Item 11 of the SF 424 the CFDA Number,
including suffix letter, if any, of the
competition under which you are submitting
your application; and

(2) The Application Control Center will
mail to you a notification of receipt of your
grant application. If you do not receive this
notification within 15 business days from the
application deadline date, you should call
the U.S. Department of Education
Application Control Center at (202) 245—
6288.

V. Application Review Information

1. Selection Criteria: The selection
criteria for this program are established
by the JKJ Program Fellowship Board,
pursuant to section 702(a)(2) of the HEA
and 34 CFR 650.20(a). The selection
criteria for applications in the
humanities and social sciences are: (a)
Statement of purpose (150 points); (b)
Letters of recommendation (100 points);
(c) Academic record (100 points); and
(d) Scholarly awards/honors (50 points).
The selection criteria for applications in
the arts are: (a) Statement of purpose
(100 points); (b) Letters of
recommendation (100 points); (c)
Academic record (50 points); (d)
Scholarly awards/honors (50 points);
and (e) Supporting arts materials (100
points).

2. Review and Selection Process: The
review and selection process for the JKJ
Fellowship Program consists of a two-
part process. Eligible applications are
read and rated by a panel of
distinguished scholars and academics in
the arts, humanities, and social sciences
on the basis of demonstrated scholarly
achievements and exceptional promise.
The second part of the evaluation is a
determination of financial need.

VI. Award Administration Information

1. Award Notices: If your application
is successful, we will notify you by
telephone and we will send a Grant
Award Notice (GAN) directly to the
institution you will be attending.

If your application is not evaluated or
not selected for funding, we notify you.

2. Administrative and National Policy
Requirements: We identify
administrative and national policy
requirements in the application package
and reference these and other
requirements in the Applicable
Regulations section in this notice.

We reference the regulations outlining
the terms and conditions of an award in

the Applicable Regulations section of
this notice and include these and other
specific conditions in the GAN. The
GAN also incorporates your approved
application as part of your binding
commitments under the grant.

3. Reporting: On an annual basis,
fellows must submit their FAFSA to the
Javits Program Coordinator at their
institutions, as directed by the
Secretary, pursuant to 34 CFR 650.37. In
addition, Javits fellows are required to
submit an annual performance report.
The Department will contact fellows
regarding the completion of the annual
performance report.

4. Performance Measures: The
effectiveness of the JKJ Fellowship
Program will be measured by graduate
completion rates, time-to-degree
completion rates, and the costs per Ph.D
or master’s degree of talented graduate
students with demonstrated financial
need who are pursuing the highest
degree available in their designated
fields of study. Institutions of higher
education in which the fellows are
enrolled are required to submit an
annual report documenting the fellows’
satisfactory academic progress and the
determined financial need. Javits
fellows are also required to submit an
annual performance report to assist
program staff in tracking time-to-degree
completion rates, graduation rates, as
well as the employment status of
individual fellows. The Department will
use the reports to assess the program’s
success in assisting fellows in
completing their course of study and
receiving their degree.

VII. Agency Contacts

For Further Information Contact:
Carmen Gordon or Sara Starke, Jacob K.
Javits Fellowship Program, U.S.
Department of Education, Teacher and
Student Development Programs Service,
1990 K St., NW., Room 6089,
Washington, DC 20006—8524.
Telephone: (202) 5027542 or e-mail:
ope_javits_program@ed.gov.

If you use a TDD, call the FRS, toll
free, at 1-800—-877-8339.

VIII. Other Information

Accessible Format: Individuals with
disabilities can obtain this document
and a copy of the application package in
an accessible format (e.g., braille, large
print, audiotape, or computer diskette)
on request to the program contact
person listed under FOR FURTHER
INFORMATION CONTACT in section VII of
this notice.

Electronic Access to This Document:
You can view this document, as well as
all other documents of this Department
published in the Federal Register, in

text or Adobe Portable Document
Format (PDF), on the Internet at the
following site: http://www.ed.gov/news/
fedregister.

To use PDF you must have Adobe
Acrobat Reader, which is available free
at this site: http://get.adobe.com/reader.
If you have questions about using PDF,
call the U.S. Government Printing Office
(GPO), toll free, at 1-888—293—6498; or
in the Washington, DC area at (202)
512-1530.

Note: The official version of this document
is the document published in the Federal
Register. Free Internet access to the official
edition of the Federal Register and the Code
of Federal Regulations is available on GPO
Access at: http://www.gpoaccess.gov/nara/
index.html.

Delegation of Authority: The Secretary
of Education has delegated authority to
Daniel T. Madzelan, Director,
Forecasting and Policy Analysis for the
Office of Postsecondary Education to
perform the functions and duties of the
Assistant Secretary for Postsecondary
Education.

Dated: August 18, 2009.
Daniel T. Madzelan,
Director, Forecasting and Policy Analysis.
[FR Doc. E9-20177 Filed 8—-20-09; 8:45 am]
BILLING CODE 4000-01-P

DEPARTMENT OF ENERGY

Environmental Management Site-
Specific Advisory Board, Oak Ridge
Reservation

AGENCY: Department of Energy.
ACTION: Notice of Open Meeting.

SUMMARY: This notice announces a
meeting of the Environmental
Management Site-Specific Advisory
Board (EM SSAB), Oak Ridge
Reservation. The Federal Advisory
Committee Act (Pub. L. 92—463, 86 Stat.
770) requires that public notice of this
meeting be announced in the Federal
Register.

DATES: Wednesday, September 9, 2009,
6 p.m.

ADDRESSES: DOE Information Center,
475 Oak Ridge Turnpike, Oak Ridge,
Tennessee.

FOR FURTHER INFORMATION CONTACT: Pat
Halsey, Federal Coordinator,
Department of Energy Oak Ridge
Operations Office, P.O. Box 2001, EM—
90, Oak Ridge, TN 37831. Phone (865)
576—4025; Fax (865) 576—2347 or e-mail:
halseypj@oro.doe.gov or check the Web
site at http://www.oakridge.doe.gov/em/
ssab.

SUPPLEMENTARY INFORMATION:
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Purpose of the Board: The purpose of
the Board is to make recommendations
to DOE in the areas of environmental
restoration, waste management, and
related activities.

Tentative Agenda: History of mercury
contamination on the Oak Ridge
Reservation and the strategy for mercury
remediation for the Reservation.

Public Participation: The EM SSAB,
Oak Ridge, welcomes the attendance of
the public at its advisory committee
meetings and will make every effort to
accommodate persons with physical
disabilities or special needs. If you
require special accommodations due to
a disability, please contact Pat Halsey at
least seven days in advance of the
meeting at the phone number listed
above. Written statements may be filed
with the Board either before or after the
meeting. Individuals who wish to make
oral statements pertaining to the agenda
item should contact Pat Halsey at the
address or telephone number listed
above. Requests must be received five
days prior to the meeting and reasonable
provision will be made to include the
presentation in the agenda. The Deputy
Designated Federal Officer is
empowered to conduct the meeting in a
fashion that will facilitate the orderly
conduct of business. Individuals
wishing to make public comment will
be provided a maximum of five minutes
to present their comments.

Minutes: Minutes will be available by
writing or calling Pat Halsey at the
address and phone number listed above.
Minutes will also be available at the
following Web site: http://
www.oakridge.doe.gov/em/ssab/
minutes.htm.

Issued at Washington, DC on August 18,
2009.

Rachel Samuel,

Deputy Committee Management Officer.
[FR Doc. E9-20153 Filed 8—20-09; 8:45 am]
BILLING CODE 6450-01-P

DEPARTMENT OF ENERGY

Energy Savings Performance Contract
(ESPC) Process Improvement Working
Group Meeting

AGENCY: Department of Energy (DOE),
Office of Energy Efficiency and
Renewable Energy.

ACTION: Notice of public meeting.

SUMMARY: This notice announces a
public meeting of the Federal Energy
Management Program (FEMP) within
the Office of Energy Efficiency and
Renewable Energy on the process for
using energy savings performance
contracts at DOE sites.

DATES: The public meeting will be held
Wednesday, August 26, 2009, 9 a.m.
until 12 Noon.

ADDRESSES: Department of Energy,
Room GJ-015, 1000 Independence
Avenue, SW., Washington, DC 20585.
FOR FURTHER INFORMATION CONTACT: Katy
Christiansen, Office of Energy Efficiency
and Renewable Energy, U.S. Department
of Energy, 1000 Independence Avenue,
SW., Washington, DC 20585; (202) 586—
7930, katherine.christiansen@ee.doe.
gov.

SUPPLEMENTARY INFORMATION: Purpose Of
the Meeting: The purpose of the meeting
is to provide an opportunity for the
public to present comment on the
current process for implementing energy
savings performance contracts (ESPC) at
DOE sites. Information on the current
ESPC program at DOE can be found at
http://www1.eere.energy.gov/femp/
financing/espcs.html. DOE is
considering changes for the purpose of
reducing cycle times in the
development and timely execution of
ESPCs.

Tentative Agenda: Agenda will
include the following:

o Brief background on ESPCs.

e Presentation on existing processes
and cycle times.

e Outline of optimum scenario and
possible areas for improvement.

¢ Comment period.

The meeting is open to the public.
DOE invites participation by all
interested parties.

For information on:

e The agenda,

¢ Facilities or services for individuals
with disabilities,

¢ Requests for special assistance,

e Pre-clearance for entrance into the
DOE headquarters building,

e Pre-clearance for foreign nationals
(advance clearance required) and

¢ Requests to present or speak.

Contact
Katherine.christiansen@ee.doe.gov, by 4
p-m. EDT, August 21, 2009.

Minutes: DOE will designate a DOE
official to preside at the public meeting.
The meeting will not be a judicial or
evidentiary-type public hearing. A
stenographer will be present to record
and transcribe the proceedings. The
minutes of the meeting will be available
for public review and copying at the
Freedom of Information Public Reading
Room, Room 1E-190, Forrestal
Building, 1000 Independence Avenue,
SW., Washington, DC, between 9 a.m.
and 4 p.m., Monday through Friday,
except Federal holidays.

Public Participation: DOE reserves the
right to schedule the order of
presentations and to establish the

procedures governing the conduct of the
public meeting. After the public
meeting, interested parties may submit
further comments about the
proceedings. The public meeting will be
conducted in an informal, conference
style. Each participant will be allowed
to make a prepared general statement
(within time limits determined by DOE)
before discussion of a particular topic.
DOE will permit other participants to
comment briefly on any general
statements. At the end of all prepared
statements on a topic, DOE will permit
participants to clarify their statements
briefly and comment on statements
made by others. DOE representatives
may also ask questions of participants
concerning other matters relevant to
ESPCs and may accept additional
comments or questions from those
attending, as time permits.

Issued in Washington, DC on August 17,
2009.
Richard G. Kidd IV,
FEMP Program Manager.
[FR Doc. E9-20202 Filed 8—20-09; 8:45 am]
BILLING CODE 6450-01-P

DEPARTMENT OF ENERGY
High Energy Physics Advisory Panel

AGENCY: Department of Energy, Office of
Science.

ACTION: Notice of Open Meeting.

SUMMARY: This notice announces a
meeting of the High Energy Physics
Advisory Panel (HEPAP). The Federal
Advisory Committee Act (Pub. L. 92—
463, 86 Stat. 770) requires that public
notice of these meetings be announced
in the Federal Register.

DATES: Thursday, October 22, 2009;
9 a.m. to 6 p.m. and Friday, October 23,
2009; 8:30 a.m. to 4 p.m.

ADDRESSES: Hilton Embassy Row, 2015
Massachusetts Ave., NW., Washington,
DC.

FOR FURTHER INFORMATION CONTACT: John
Kogut, Executive Secretary; High Energy
Physics Advisory Panel; U.S.
Department of Energy; SC-25/
Germantown Building, 1000
Independence Avenue, SW.,
Washington, DC 20585-1290;
Telephone: 301-903-1298.
SUPPLEMENTARY INFORMATION:

Purpose of Meeting: To provide
advice and guidance on a continuing
basis with respect to the high energy
physics research program.

Tentative Agenda: Agenda will
include discussions of the following:



42294

Federal Register/Vol. 74, No. 161/Friday, August 21, 2009/ Notices

Thursday, October 22, 2009, and
Friday, October 23, 2009

¢ Discussion of Department of Energy
High Energy Physics Program.

¢ Discussion of National Science
Foundation Elementary Particle Physics
Program.

e Reports on and Discussions of
Topics of General Interest in High
Energy Physics.

e Public Comment (10-minute rule).

Public Participation: The meeting is
open to the public. If you would like to
file a written statement with the Panel,
you may do so either before or after the
meeting. If you would like to make oral
statements regarding any of these items
on the agenda, you should contact John
Kogut, 301-903-1298 or
John.Kogut@science.doe.gov (e-mail).
You must make your request for an oral
statement at least 5 business days before
the meeting. Reasonable provision will
be made to include the scheduled oral
statements on the agenda. The
Chairperson of the Panel will conduct
the meeting to facilitate the orderly
conduct of business. Public comment
will follow the 10-minute rule.

Minutes: The minutes of the meeting
will be available for public review and
copying within 90 days on the High
Energy Physics Advisory Panel Web site.
Minutes will also be available by
writing or calling John Kogut at the
address and phone number listed above.

Issued at Washington, DC on August 18,
2009.

Rachel Samuel,

Deputy Committee Management Officer.
[FR Doc. E9—-20201 Filed 8—20-09; 8:45 am]
BILLING CODE 6450-01-P

ENVIRONMENTAL PROTECTION
AGENCY

[EPA-HQ-OPPT-2008-0896; FRL—8947-4]

Agency Information Collection
Activities; Submission to OMB for
Review and Approval; Comment
Request; Notification of Substantial
Risk of Injury to Health and the
Environment Under TSCA Section 8(e);
EPA ICR No. 0794.12, OMB Control No.
2070-0046

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: In compliance with the
Paperwork Reduction Act (44 U.S.C.
3501 et seq.), this document announces
that an Information Collection Request
(ICR) has been forwarded to the Office
of Management and Budget (OMB) for
review and approval. This is a request

to renew an existing approved
collection Supporting Statement. The
ICR, which is abstracted below,
describes the nature of the information
collection activity and its expected
burden and costs.

DATES: Additional comments may be
submitted on or before September 21,
2009.

ADDRESSES: Submit your comments,
referencing docket ID Number EPA—
HQ-OPPT-2008-0896 to (1) EPA online
using http://www.regulations.gov (our
preferred method), by e-mail to
oppt.ncic@epa.gov or by mail to:
Document Control Office (DCO), Office
of Pollution Prevention and Toxics
(OPPT), Environmental Protection
Agency, Mail Code: 7407T, 1200
Pennsylvania Ave., NW., Washington,
DC 20460, and (2) OMB at: Office of
Information and Regulatory Affairs,
Office of Management and Budget
(OMB), Attention: Desk Officer for EPA,
725 17th Street, NW., Washington, DG
20503.

FOR FURTHER INFORMATION CONTACT:
Barbara Cunningham, Director,
Environmental Assistance Division,
Office of Pollution Prevention and
Toxics, Environmental Protection
Agency, Mailcode: 7408-M, 1200
Pennsylvania Ave., NW., Washington,
DC 20460; telephone number: 202-554—
1404; e-mail address: TSCA-
Hotline@epa.gov.

SUPPLEMENTARY INFORMATION: EPA has
submitted the following ICR to OMB for
review and approval according to the
procedures prescribed in 5 CFR 1320.12.
On February 13, 2009 (74 FR 7227), EPA
sought comments on this renewal ICR
pursuant to 5 CFR 1320.8(d). EPA
received comments during the comment
period from BASF Corp., which are
addressed in the Supporting Statement.
Any comments related to this ICR
should be submitted to EPA and OMB
within 30 days of this notice.

EPA has established a public docket
for this ICR under Docket ID No. EPA—
HQ-OPPT-2008-0896, which is
available for online viewing at http://
www.regulations.gov, or in person
inspection at the OPPT Docket in the
EPA Docket Center (EPA/DC), EPA
West, Room 3334, 1301 Constitution
Ave., NW., Washington, DC. The EPA/
DC Public Reading Room is open from
8 a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Reading Room
is 202-566—1744, and the telephone
number for the Pollution Prevention and
Toxics Docket is 202—566-0280.

Use EPA’s electronic docket and
comment system at http://

www.regulations.gov to submit or view
public comments, access the index
listing of the contents of the public
docket, and to access those documents
in the public docket that are available
electronically. Once in the system,
select “docket search,” then key in the
docket ID number identified above.
Please note that EPA’s policy is that
public comments, whether submitted
electronically or 